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133 Molesworth Street
PO Box 5013
Wellington 6145

New Zealand

T +64 4 496 2000

2.7 APR 2017

Ref: H201701217

Response to your request for official information

Thank you for your request of 6 April 2017 under the Official Information Act 1982
(the Act) for
“archival records for Amenorone Forte”.

The information relating to this request is itemised below, with copies of documents
attached.

| have decided under section 9(2)(a) of the Act to withhold information to protect the
privacy of natural persons.

Request Response

Archival records for Amenorone Forte Attached is:

A copy of the archived records for
Amenorone Forte

| trust this information fulfils your request. You have the right, under section 28 of the
Act, to ask the Ombudsman to review my decision to withhold information under this
request.

Group Manager
Medsafe
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13 June 1975
\ult on 9(2)(a)
lager
Rouseal (N.J.) Ltd, _
280~288 Parnell Road, P P4
AUCKLARD 1 N
{ (\\ 5 N
I am pleased to note your<aa§urances o&% letter

of 9 June that stocks of Amensrons Ferte ha: anbeen
recalled from retail pharmaciesi/ The Defartment is
convinced that this decision’has Wéen ths e ect one
even though it goes beyondvstaﬁa taken<{\\some overseas
countries, ,\\s\\\/

\) d

A8 you know, the~ﬁ‘w§media\n§§e been most interested
in the subject reCﬂntly\a thel vas strongly made to
them by the Department that t”f facturers concerned

had cooperated g%é}\i ly anﬁ} \Qmptly in taking action.

Yours faithfully,

i33. (J .

(DvAs Andrews)
Director,
Division of Clinieal Services
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ROUSSEL

Roussel (N.Z)) Limited
280-288 Parnell Road

Auckland 1

Section 9(2)(a)
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WORLD HEALTH ORGANITSATION MONDTALE

SRGANIZATION DE LA SANTE
CLINTCAL AND PHARMACOLOGICAL TRUG INFCRMATION NO 150
EVALUATION OF DRUGS/QUALITY,

SAFETY AND EFFLCACY OF DRUGS 6 April 1975
Resolutions WHA16.3%6/WHA26. 31 ORIGINAL : ENGLISH

The United States Food and Drug Administration has informed the World
Health Orgenization »f a notice of withdrawal of approval of a new dr
application with regard to a combination drug containing norethisterone acetate
and ethiaylestradiol as published in the Federal RegisterJ dated 11 February
1975, Fhese two drugs are contained in (zstest tablets.dSed for pre a@cy
testing. The Commissioner of Food and Drugs concluded~ Igtgr alia f’as f@llows:

“Although the drug is effective as a presumpti ¥é§t fo; péeén&gcy,
tus:o 1s a lack of nroof of safety for that use,in :géy of thg\r?téﬁtial danger
in the presence of pregnancy and the ava11ab1l{ty -of & number\ very accurate

chemical tests to detec~ pregnancy. The hdl’ 3 Q?>uhe ugJappilcatlon
has waived its opportunity for a heawing) na>0then\£ﬁL5r¢s%ea person has
requested a hearing.” o \, /_(

\\ N '.’/ b \\ ) '>

<‘“\
"Aa11 1uentlca1, related, and sxmilargarug,proéybts, as d.fined in
21 CFR 310.5, not the subject of @n aﬁﬁpoved n%g\drgg appl¢ca+ion, are covered
by the appli..tion reviewed and afé sﬁbjeot’te\'his notice.

"Shipmen® in 1nter;f;c§ m@mmérce of ﬁﬁkx@bove-listed product or of any
identical, related, or simxiarﬁﬁéoducﬁg h@t\th ~ubject of an approved new drug
application, will then be/uﬁidwful/,,; 4:,

1 thgstérOﬁe fé *he\ihternatnonal Norvroprietiary Name (INN) proposed
by WHO fO\?‘\ 3:'\6. ethatﬁyl\\l'{"@ hydroxyestr-4-en-s-cre,

L
SN

. ethinyle &rad;e* is the International Nznproprietary Name (INN) proposed
by WHO for 1{4 bﬁg§1 -estra-1,3,5(10)~ triene~3,1?ﬁ_-d10]-
A
3 Cgﬁi@&{pﬁ the relevant paper issued by the FDA can bz obtained from WFENH on
request.\\_ \}'J
h Please see Drug Information Cireular No. 144 dated 11 February 1975
on a similar suhject,
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4 April 1975

The Managing Director,
Roussel (N.7.) Limited,
.0, Box 37111,

AUCELAND. <§%;7
Section 9(2)(a) \\\%

Dear

Thank you for your lett
concerning the merketing of

Your letter hes bee <:ﬁ
the followin: comments \

\ Ay
rgllyfh \sidered and
et thev cgnc usions

renched: - ‘,\~ A\> i{g.‘x
I This product 1¢\’f@ uaw 1p\n\@u for pregnancy
testing. lt i~\rﬁt &A&B§h3 at awenduent of
the Lacwgwﬁxl Nert frécyynend ticns for usuge
are likel est »“nt use to the trentrent
of °ec?€i# meng x only.

» Hecel L“‘ul cw JPﬁv itele doubt of un
a8 i on 16 RN use in @wrly pregnancy and
£ ahnnﬂ§$$' es.

s hgre ars xﬁhj alternative methods of treating

‘%QP ond @ rorrh 83 .

aect has been considered by the Drug
nt Advisgsory Coumittee who have recommended
hdrnwl of such products from the New Zealand

The Department therefore seeks the eo~operation of
our company in the withdrawl of Amenorone Forte.
~J An early reply,to this request would be appreciated.

f Yours faithfully
D ) it ’

s

T i
Rlu fo ™ Ly e s

e for Director

Division of Clinieerl Lervices
CRY od~
\ \



ROUSSEL

Roussel (N.Z.} Limited
280-288 Parnell Road
Auckland 1

21st March 1975
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(f) Pormon=2l Prernancy 'lests amx

Twe hormonsl
New Zeovlaznd norxet.
birtn defects nave
been taken in earily

resved from nge
35 regnancy tests have

The Committees
sihould be withdrawn



The Committee agreed thut pecket ingerts sinould be Zn non-
X -
'tecﬁu1¢c 3L lcthuag..

N Therspocutic Holte on oral contrsceptives is being planned,

()

drne wes ﬂireﬂ

22 idmdd
the d?ﬂg ] ﬁ“ﬂi7wﬁi1lth
firm had\ complied with Sh
to have this drus put on

- - . . O > £
Kembers feld that for EU'llcaﬁJ 5\0 ?ﬁl tgpa edinical
experience shﬁ?ld be ol gt las :hmd thay drteo
on placental (

v

|
{gﬂ . 8
The Commititee a ed That

ayee SEN

available fox wi&ér dis Pl

: o
. P - m R N\
fe) Clindesl Trials \

as aent s follow-

aul advised thad
wp clircular regoirding
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(a) Medicines Bjdi\
<

v

/ \
AN > s \\' . T \ .
f“nﬂxg, Ile\ﬁﬁq>meﬂlLEd to withdram these products from th?

¢ <>\r£zchrl'§/ J.\ M \\

/7 . . ) ——— 5

1(§C\§>The Corunittee decided to recormend that the Minister o

\EEHWH' consent to the distribution in Hew zzalend of this
rrv{ subject to the provision of satisfactory ocuality con™uol

d h')-n

=14 be monito“éd for 2

.t was ‘thought that drugs shao - 3 yeors
sfter consent to distribusion has been grent 5& hat initd
dissribyv.ion ¢o ull be limited to dochors who ilinz o
report on »fficacy, any adverse raschtions CLﬂ 1 ;

If such a scheme wag put inte sction i woald e'

of the present delays in giving conssat to mark

L schene of *nis type would bz vsry coupler Lea B
great deal of plonning There could be 4diffli suriag
continuing co-o on“puzoa of the vecording 1uvi,
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The [llanager,
toussell (MHZ) |td,

.05 Box 37111,
AUCFLAND, 4§§

Dear dir,

Mhils Sepaartoent Adruary 1275
sgeking your compents on racsRANAeToreWodg Yn the litercture
and your wropecsals tor rof thig
produet,

¥is nature will g
igory Comultt e on
e apureciatoed,

As hermonal pr
discussed by the D
the 19 lMerch an ¢

904A3

{Tan &, #ftty)
fer Director
Jivision of Jlinionl .ervlces
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Letters musi be kept i redecepatle lenplh,

CLEFT LIP AND PALATE AND FPREGNAMNSCY TESTS
Sig: b the course of ol inveslbizn
dogy of eleli iy uand  palete (CLPY  in sterh
fustealia, a sarprisi pigh pummber oo mutbers had
Yoo osno cral o oor --'lr-'xut.l‘ pregnaney in the fest
wiwer of pregz CoAter A sur fe ineidenee
L in Wes A u'rz! a {Jmnm.l 61, o reiro-
creetive sbudy of cuascs  oeenryin in the years Ln}a i
cuti hias been undernuien to mu.ﬂ fuitle .mh:nmi higieries
pering the  firgt  frbnese 0f presnan pid parental
: heiore concepbion. Phe pwuber cuses sindied
wnd in 22 ecnses tluie ) imothegd A url

pal presmarey 1o hetween {he Gih and

woeel gogiation (Table 11, Bighe patb o wers
Wapnk ) A =

Motlwrs of Clift Lipoor $ilate

.5 BRETIS 0 RN 4. WL, .. .

Nt nl'i"l' s

st e SR _/<».
With ]‘.mn'c“r/‘}/ \\
/

Pelotmb'y
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5 Rty
kn
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o
H

arat
m‘n(l wire

1""1’
e

ey olher
15\3’ aitempiis

1!'uiun k\.\

N
W ,ﬁ/fl":(‘,.‘.“l‘.f)'. are
u.ff\s.m.-‘l' ! w'l

Voerodyl

\“) alb are proge

cotnhinacions. }

It S pey \ Conuidared that CLI may be cansed by
RERMB :‘.-;l.{s((_:\ petors incinding muipnl genes
FRTGNGSO Rherration: and  specific envireninental
nres w ereal raajority are Leught to e due o

micrid

ti I o hercdily and environnentd §ods, thepe-
jore, jmporiant o nliry  wny  environmendal factors
wadch g contribute  to  the prodaciion  of  these
abinornadities which eccurrad in 173 per L00o births in
Western Ausiralia in the Lyensy perviod D03 to 1672
As Inooony  eases, oral pregrancy nre usually
admini=tered pb the mos=0 aensiiive stnge of cmbryogenesis
comsfder thal their use tu oan wnwarrevtad riske
ciizatinons of nenvad tube madomnopaiions Qo found
n slgnfdeantly higher namber of molhers in the siudy
than eontrol mothers hsd veceived iormone fest tablels
Juitng presuanoys, Fartber contenl ane steovivtiesl stondies
taking m.\-xhif‘ factory into account are vinler woy
in onr bl I the mcantimie, we wish to bring o
gotice ihnt  ihese preparations were usod in 109 of
mothars ot CLI padients, yol alteransive tests ave available

administration

.\EJ

Dol Jeanire the

‘

whicih o ol @ drugs.

Wy

Y

Giher e

HNAL OF AUSTRALIA Jaxtagy 11 1073
NDENCE
it ey wol b pussible de dnd spuce Jor thea

I oonly  Coar eases (1890 was preghance;  doesiced:
here oral preg /,tr_-.-,ef.ﬁ way  nave pastencd the diag
bur are act ésfeptinl, in d m,rv-:ﬂi Censos {82740
pregnaney wes gt \\.qu‘)ﬂi i L'ﬂ*:mn 'Jue.‘.tm
several times, 1;1)10 DalEl groun -a-*{._ of bpEEnanc W
planned. Ov )u N}'n DYEEIETY toves dnay hinve been
carried o1 hiul h.)l-o of wre m“ung & Tuiseariiage, This
is obviously u\\um s of the g Tian early dingnosis
Eorepuired o grrange @\:}?iu tien of pregrager some
ok rﬁtwu..ﬂw toratrepie s dest sHoald Lo ased in case
Vi 1(*&1uut Jzeldes 10 prs fau' term,

wish to craplemie had #‘1 pn"u*io danger hoyg only
Chgen’ revealed, in o b study, and we Ruos of uo pre-
i f:--[’--'u._ V‘m‘,h has/ been available 1o the moedieal

m CAustralia
Hnspital

i'»w‘.n[_ slon

rosa

Arinerss darag el WL

foy W liiid rer,

Drca v,

sy DVIEHG PO,
Oferth) WU 6001,
W, QL Amer I hesn Goaedl,, 1090, 82

Adrvauwe. Teralology, 173, 5

We possible peseeintion b ovoon wey o
seile therapy oad g hivth def cristesd iz
ciditorial coluzans age 861, ol Psrne oo fh oeinher
R R W DT RV
SICIN RASH, COMIUMCT VIS AND PLASTIC
FLRITOHINIS WITH PARAL JOLDL THERARY
T eily repoct pavienl who
puzetinr peeriasis, sieea and
poaitonitis whilst on mncinlol for
angine pectoris, CThe putient o 2iowo had

1olaking prociwelel {rom put!l this deuy

in Judy. 107TH The ddesaee ove o this

e was 606 (o "ir'J wgeday, In Riay, 1972, ¢ cloned
an the lefy h-».. which over the sitcescdin aifE pros
cly speead, I Septewber, 1975 0F covernd G07p of

s whole bD('u sirfoce, e wug seen by oo oconsullant
dermatologist whe eonsidered the rash to e puoriesis,
sl breause ol il severity, in Devemboy, T80, ;nvnm-.uu_d
him ot rethoieoxuale, whie wes comtinned unty Jaly,
{974, The doge over most ol this Gme wos 156 mg taken
orully each wrecl, Ilowever, ghere  as very little fmprove
ment. In Decerber, 3, the poilent also developed a
erusty irritation sbout fhe ey fle wos subgeguently seen
by oan eve specinlist hat desp.ie ool iregian d, there
was little improvement In Jdune. 16874, 1he p uf come

plained of atiaels of eolicky sbaoiainal paing i voie iting.

Thege syinnloms progreseed nod snbecguently, about sis
weeks  Inter,  delinile eviderer  of & subacute  bowel
obstruetion had developed with » prge mass Leing {ound

abidamo Lrpseular
ngoup

fonnd.

| Aaretlciay & thin
the ontire smaell bowel into three
The r o omenlg could

in the lower
membrane wrag
farge Iobules

wva

be ecompletely separated off the %osal and  mesentery
Jeaving norwal howel serosa.

At this thee BLoww reeogiized  that e psoriesis,
covjunctivitis and  plastic  peritenitis conld  have heen
related To his medieniion awd bofh practelel ami mweibo-
frexate were withdeawn,  Adverse drug reaction ceports
would indieats that practelol was the peoponsible apent
Subsceguently e skin rash, covjunetivitis and abdomingal
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CLINTOGAT AND PRAVMACOLOGICAL DRUG INFORMATION HO 144
EVALUATION CF DRUGS/CUATITY,
SATETY AN LeFTCACY CF DRUGS 11 Pebruary 1075

b

Resolutions WHALG, 70/vHA26. 51 ORIGINAL : EIGLISH

The Australian opartment of Jiealth haz inforaed the Woprld Heallh

Orgarizaticn abou® the withdrawal from the murket of a nusher of hormonal
L

pregmnncy testing preparetions, ., Lhe pl‘e;;m'u'tj,ons), ave ucgynon, .

H - Pt . " . ] N Z
voesTion SimplexT, Thiepynon Oral”, Amenoronc Yorte , snd Sserodyl”,

The Minister of '.I-a~alt1163+'xiec?. that the Austrrlisn Detg
had reeosmznded thot svetemie hormonal Tormulsations for
withdiowm fyom the fMustralisn marlet on the pasis of
and the toct that theve were adegr~+~ and vreliable meth

do not involie ths administration cf hormones, @ I we thods
i

<
testing of body {luids by immmoeassay methode
The action of the fustralian Drug DvadGn Habiiitsr. g A . the fustralisn

Departrent of Haalth vis based on evidend
attenticn Lo the pisk of unneceseary A
evidenee was pub Lorwued in  pagery
of the voo of hormonal wregnancy

=

witlel doiors

VopPIagTanny ., fihig

RRIEIRAN
T AL

the prisks -na

The Pz rtivent of Healt)
abnomaalities oceurring N
with bormona. preganey s

T Conltrdng 20 LY ;(:-f D;‘-O:’%
ensmehe {1EN w w
. ' %
b L&

T Cont g/ $estercne (INH) ana 3 mg/wl of estradiol ber-oatl: (INN)
of
g

o '-’-"'XV Rt [ ey ]
yle (IM\') and 2 ao/mi of esivaaiol

7 Ooataing 10 a
per ‘tJ{*,h.L‘:*.

x
@ rethicterone (THN) acetate and 0.02 mg of ethinylestradicdl it

T Containg t ethisterons (INN) and 0.0 mg of ecthinyiestr-diol (1Nt

per *ablet

m, of dimethistercne (DN) and 0.05 mg of ethinylestratiol (Tia9)

A copy of the stetement can he obtained fror the World Health Organizati-n
on reguest

¥ Laurence, M. et al., Hormcial Fregpmaucy Tests and Neura! Tubs Malformaticons,
Nature, Vol, 233, October 15 1971, wp 495-4%6

§ . .
Gal, T., tisks znd Benerits of the Use of Hormonnsl Pregrancy Test Tablews,
Nature, Vol 240, Novenbenr 24 1672, pp 241.242

9
© Sever, L. E., Hormopal Presnancy Yests and Spina Bifida, Nature, Vol. 242,

April 6 1977, pp 410-h11

N stands for Thternatlional Nongreprictary Namse proposed by WO,



e
producti: wvere a nuaber ol ot
in fustralis for medic:l uses such as ‘he brao
cold ol so testing, z e dhed
product Litorature for those prepavations conbain a specific warnine h2y tney
nov be

el from Lhe pregnoeyetesiin

hormonal prewarinions avel Lable

L% gancer, whilch

yiola

e

Tor pregmancy testing, and the menufacturers end imperliers are being
advised accordingly.

Mithonsh a nosber of conbraceptive pills contain similar typas of substaiess,

shey are vseld in aunh b
Tiws, woe
instrne

a few ozcanicn

rodoser and are admunistered Lo grevent py

2 on the pill had no cazuss for woryy L thay copls

(e

S s
[C RO FEEAN e

: of baking mulilole feoes of € BRI o
i the wvant of doses being missad should e avolded \S{milarly

o bl ecwbraceptive pill shouvld not Al';%\'ﬁ-\l\." as & Prognoney test,
> N

wavel, ohwe practi
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TraeD@RE a0 Coied
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Droespes 14, 1974

ascumulations snd depressed very iow density lipoprotein.
These studies, logether with various sophistiented Lio-
chemieal analyses with stndies of enzymatic invelvement,
which have recently been attempied, give hope ithai al
least some of the obseuritics meay be removed in r?t not
toe distau! fulure and perbaps pave the way for & more
rational and lesg empiric line of therapy. f,"’

f

4

INFECTIOUS Mo:.onuc:.sosw{.-“

INFECTIOUS aoNONUCLposIs is a disease \-:;l'xich, beenase
of ils various eclinical manifestations in %dolescnnce and
young adults, may imilale a aumber of eother infecticns.
Conversely, there is aiways a tempiation to label a febrile
discase with otherwise undiagnostic features ..h the
title of infcctlous mononucicosis. ,"‘

The Paul-Bunnell test for heteroplil antibody remains
an importanl test in the diagm,sis" of infectious mono-
nucleosis. Unfortunately, in ch!ldh_é‘od infections it often
fails to become vositive and LhiSf'iS also occasionally the
case in classical disease young adults. With the
relatively recenl discovery c.t"r the BB (®pstein-Barr)
virus, a further marker has ;i)ccemc availeMe to sludy
the epidemiolesy of this d{ﬁc.xee A number of excellent
prospeetive studies have shéd h;.:hL on childhond infec-
tions with the BB virus If
it was found that BB !.u\.s iufectmns in ehi‘dhwd W
rarely assoeiated with obyious symptems and signs whic
wonld suggost a clinical dingnesis of infectiong
nucleosis?  Most of non-bacterial  tong
pharyngitis were Inuua {o be due to other /v

in

easeny

THE MEDICAL JOURNAT OF AUSTHALIA

v Al y PR Sty | L T O

/ql/\a//"é‘\‘ /

861

/

of time; on the other hand, they may‘reflect the generally
milder ciimaate of the Ausiralian temperaie zone, compared
with that ¢y the countries in '_.‘fI{ich the classical studies
oi  infectious mwononucleosis” have Dbeen carried out.
A study by €. R. Boughfon of a hospital series of
Yglandular fever” cases ,in: Sydney also found no signi-
ficant scesonal variatiod in the admission ratet Studies
of the r.-mden‘.iolugy,--ﬁf infeetious monenucleosis which
are performed retrgspectively and without adeguate viro-
Jogien! confirmaliph must necessarily be Hmited in value.
Undoubteal;, n;é.’ny of the patienle deseribed did have
infectious mgoaonucleosis, but it vrobable that some
others wers "su!‘fermg from %ﬂcimns with agen(s sueh

is

as cyton}égaionrus and to ma.,ls Maore (musne
resulls Avill on'y he obl: plmpq@%\& ieg
using Aie EB virus .u;(g or this (Ug @‘}
o \\_ //
¢ Boughten, C. R., -\usr, 1970, 2% \389~_"
A
%

<

BIRTH D{v{\gﬂg AND OR@RAEEPTWES
/_‘\

{ st\ znnicicmrr e birth defeets mn
({;{3 !u e:\pg':\ 1) \ﬁo-c hormone therapy,?
hbJ ::zd’ pregnaney testst during
'rur!.nml.lt(.d.‘ 1i, appears
been adminigtered
the carliest part

N, ( " o i
ﬁ ﬁp’c an Inereased incidence of verte-
Y . -
oW racheal, oesophageai, revat or limb
t VACTRERIL) *

onirelled tudy from New
2’19 Inglend Jowrnal of Medicive it was found

SINCE

have

nave

York, veporied

adenoviruses, In the/ Alagkan Islandg e m‘), of (7‘ .
primery infections whie found to oceur i ¢l d( under ) (1455) of 108 wethers of waiformed children
ﬂw age of three )'eft.." Bk I,a distinelive—eTmiieal ihmﬂ( osed o hermonal pregnancy tests, or supportive
vas ohserved.? 1! is possible, .0, eforifhatisome of t \&rmone therapy, or had “breaktlrough™ pregnancies
n)nldren with (h!;icil infe: tlo.ly/%ouﬂ/ cidosis ¢ h ile on oral contruceptives, wlhile only feur (4%} of
by Hubble and His co dumops\k\q{f et (Ddb\{%&‘{;‘” J8 contrel motrers of novmal children were thus exposcd.
vere suffering !:um fufuu(ng “ﬂ (iru ¢35 other %\h in the sarvey, the maitformed ebildren all had lmb
the BB virus. N \\//‘) \\ reduction defeets, whiel are defined as joss ol an armn
] i+ oo * @it ronf Pho o 5;'”\ -‘ Peinse +
Hubhle ef glii, in H;\ ruu})éprmtw ! /f’c.rth or le2g or part ther~af. There was a ¢Vight increase ju the

rx\pa of this
ﬁc inder ten
‘Y;fes of 15 and

have counlirmdd nmn@ h\,\/ﬂellhn w1l
P » "\f
illness, l\\o peaks t\\; eetior
in th

vears age a7rmz11 and anether bew\

24 years bave been well c'n c firet perhaps
npre«enmf; early cm!dhooc /&/s,cﬂ;gs acquired from the
patient’s fmother. The amongst adolescent

females also well des perhaps attributable o

earlier jJexual Jmm:(ﬁ:?\\\
Bstippates of *he c‘:udé; annual inefdence of heterophil
antibody-positive in s mononucleosis in general
populations have ranged widdly, and are-clearly depen-
dentf upon the type of patient: studied and the meiliod
of feporting?
t is of interesti that the Western
hive been unable to confirm th: seasonal
e disvasc reporled by other workers. Such lifferences,
preseut, might have beer, revealed by the ~*udy ¢f a
more precisely deflined popu.ation over a longer period

Aunstratia eroup
incidence of

1Xienle, G., and Henle, W, J. infect. Dis.,, 1970, 121: 203.

*Cischendort, Y., Shramek, Q. J, Balagtas, 1. €, et ali,
J. infect. Dis, 1976, 122: 401,

IHesath, C. W, Brodsky, A, L., and Potolsky, A. I, Amern
J, Dpidemicl, 1972, 931 48-52.

-y ST AT 1

WP

alfected infonis. bat only one
of any pair was malformed, Of theze mothers who beecame
preghant while taking oral contracentives one weau using
o sequential type, and others wsed combination-type
proparations. IU was cignifieant thai affected children with
hiscories of exso. e to orally adminiswercd hormones
were all male, Thizs sesms fo imply chat oral hormones
have some tywe of s y-specific effect on the developiug
fetns. Of less ceviain significance is the finding that the
rate of limb-reduction defeets has inereasced by 336¢ sirce
1963, while the rate of malformuiions of 2ll types has
decreased about 6%. It is conjectured {hat thiz change
has beecn apparent cmy since the iju'‘roduction of oral

rate of {wins among the

tLevy, E P, Cohen, A, and Fraser, If,
1: 611,

3Nora, J. J., and Nora, A, H., Zancet, 1573,

I¥nulmsan, I. L., Tances?, 1973, L: 134¢,

4 Qakley, 4, P, Viynt, J. W., Falek, A, Lancet, 1973, 2: £56.

#Balel, S, Say, B., Pirner, T,, and lHlicsSomez, A., Lancet,

C., Lancect, 1973,

1: 941

i%73, 2: 1038,

*Nora, J. J, and Nom, A. H, New Eucl J, Med, 1274,
291: 731 (Octcber ).

TJanerich, D, T, Plper, . M, and Glebatls, D, M., Neiwr
Bugl, J. Med., 15674, 291: (87 (October 4).
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acabraceglives, bub this view awaits confivmeation, and is
expressed eavticusly.

One conclusion of the siudy is that endogenows hormaonal
insafMicioney may he present in those modwers who exhibit
& Dbreakthough pregiaancy while iaking am orul con-
traceptive, or need supperiive hormons therapy Auring
pregnancy, and wbo then stihscgnenidy have 2 mallormed
child.

It is obvious that the great majority of | regnancies
in which ilese drugs woe used 4o ner give rise to mal
formed infonis, i progestogen/ocstroge. lhormoues do
prodece malforimations, it iz at o lo reguency rote, and
pronpably operating in a4 prodisposec mwoiher, However,
reconmmendations have been voiced that it would Le wise
ta discontinue hormonal pilegnancy tests, and to demon-
strate thnt (here is no preguanecy present before initiating
aral cortraceptive administrationt?

REQUIREMERTS ON SMALLPOX

VACSINATION

RELAXATION OF

pulivy  on smialpox
iravelleis, This hns
tiwe parf ol peonle’
accustomed 10 the (easunl poliey
it hap, within he kouhdls of
peen wedificd a Httle in

striet
artving

ThATIANS long had 2
ntien recuivemesnts fos

irvitation Yrog e Lo time un

overzens who ave

onle Lountyies,
spmidenes amil  comnmonseise,
recent yeers, Nevertheless, 4
too easy to jestify and may well have saved us frem
sericus entbreaks of the disepse. 5 j_\. "\“-\‘

Witk the of tha W(er'fi “fredith

campaisgn control mh,.!pm.

wid

SLHCCEsSs

; ()l‘,é«'.i.f/‘-.’.{?-t}:t_)n_:‘%':}'
rl(s. ultingdies

“ghal of
eradigating the :h»mh v)uug\x, SQ]&: nol oo ;ut% \t\\;-:- hape
for. Thais tr(y}rm relaxedd .\tm\ufh: VETECRE,
oven in [-!u-v-q fU’ri,‘tDn E{mzr(l.\'ulfl/tw United
Siau\s. W uled outt wihen colninenting on

_A.u 1atin, beeause of iis

8 “L&h&l\é‘/ smallpox is otili
;( v'f_‘r in a {ﬂ\imﬁf to-take o lead in relax-

TN \'1 raingt LM/ Vf'ﬁica‘?e.\

Now, hlam'\'m- there \a\t_o/“}ﬁ{ sore further pelpxation
for .ravellers art.,)ia\,a‘aﬁsn'ﬂh but still within the
bounds of pru ﬁce/ffnd\ ommoy ense, ANl announcement
mowe by t.izm(gl/yp ealth Minister for "lealth, Dr D. N.
uvelh.gbam Bn meembﬂr 12, 1974, Jtates that ass irom
that datpe( \Er ‘em‘ws who cannot be vaccinated bLecwase of
a medical. 'Jljl}tlon will no longer be comuypelled to entfer
quaranting mf’a:m-a,, provided they have net ccme Ironi,
or stopped fover at, countries infected with sm~lpox.
Previously/ 0l traveliers without valid vaccination certi-
licates wgre obliged to spend 14 days in guarantine unless
they h#d speut the 14 days prior fo arrival in ths United

16

A fed

1;/‘{
15 8

1Men J. Avswt, 1971, 2: 456 (August 28),

MEDICAL JOURNAL OF AUSTRALIA

'mhcm zable because of oo medical comditios

steiet podicy Ias leen ouly )

TSIV

DeceMper 14, 1974

Btates or Can:lu, or In those Pacific islands on tl;p"gircet
air route to Australia. ,.-"

Dr Everiugham said that the relaxation” had been
decided on witer eareful weighing up of the fiotential risks
to the Australian community., Howoever, {Cerlain essential
gafegrurds were still necessery and }x"l;tzid be rigoreusly
enforeed.  Travellers sueking exemption sanst have a
medical certilicate, issued within/ the 12 months before
embarkation and signed by a-fregistered medical prae
titioner, siating thal vaeciusiion ozainst smallpox was
The condition

nst be specified,The exemption 14 not extend io
tr-\'cl!e.s from \cuwétiius *vhore,» %m'tnpm: was  still
endemie, or 'v:me\th fsease h':d‘ been tecorled in the
previous 12 ﬂonﬁts‘ o S

Al the present tmm, (Lceordmb‘.'gp the Minister's state-
ment, ohly s fous couulncs have endemic smallpox—
Hihic m.\, nkistar, Iudh and Bangladesh, To determine

2.{011 r-mm' rigs are ina[uc}eu, the Fealth Depuwriment will
wat s ite” guide the Weelly Fphiemiological Record, in
which (e World  Health  ¢rganiztion lisls  countries
infeeted witkin the previors It i cwphagized tha
Mravellers who stmply land in these countries en rouls
s u-u*Juit, pRsgeIgers, will be exempied, but sct people
who R‘tm\ OVEL,

"The medieal conditions
for exomption are (i) m

s eal.

will gualify iravellers
waney; (i) history or prosenes
of—eezema or ofher skin diseas . considered by (he
traveller's docter to be o contraindicotion gimnalipox
vaccinalion; (iit) states of immunoisgical detielener which

which

Lo

Lare («) subscauent te treatinent whiel depresses nnunily

adininiztvation  of
rnsis) (b
nephresis; (v)
dizease, In
NArse,
o mc- days
1o change in
of age; they

therapy,
and eytotoxie
{iv)

{(lor example, deer X-ray
corticozlereids, allylating
hypogeinsglobulinaemic conditions;
organ  Graneplants;  (vi) gencral malignont
addition, travellers accompanied by a doctor
tor whom hospilal care iz likeiy for 14
after arrivel, will be exempted, There is
ihe rule regarding infants under 12 wmonths
will continue to be automatically exempt.

Al travellers admitled in Lhiz way withaont
' be given a form advising Lthem {o zeck immediate
medieal attention if they become il doving fhe first gix
weeks after arrival. It is cmphasized that the relwxation
applies ,only to travelless with the inedica] conditions
speciﬂ;‘i’? Any other travellers arriving without valid
vacejiration  certilicates, or entering  from  smallpox-
imf:ted countries, will still have to go into quarantine,

n ¢ concliding comument, Dr ¥veringham gaid that
the World Health Organizalion was confideut that small-
pox would be totally eradicated from the world within
a few years. However, in the meantime, Ausiralin was
determined o maintain its smalipox-free record and-—with
the exception of the present velaxatien—would continue
to take striet ,recautions wiith imcoming traveilers.

o
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The Hansger,
Rougsell (N.7.) Ltd,
P.0. Box 37111,
AYCKIAND
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with birth detacto.
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IDO:SC

142/70/4444

Area Manager,
Roussel (N.Z.) Ltd,
C.P.0. Box 4018,

AUCKLAND,
Dear Sir,

I refer to previous -ond-. the subject of
imenorone Forte. ¥oul Qﬂe the present
gituation.

<§%§; ) ,. rs faithfully,
w w (1.0 /Ogden)
for Director,
<<;%F> Division of Public Health

PLEASE o AS APPROPR! e o
e =
. uld have bew ¢ s
(5 h&:-sd:s:imwﬁthoutasuoieu le "”"’\
AR
N This rem reournn {he supies! “‘1 )ﬁ
3 _E(——‘:J—R-& for msmw\ - { _
- it - to nur.e B
B & A M. Un l
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ROUSSEL

Roussel (N.Z.) Limited
Bristol Hovse
12 Alberi Sireet
Avckland 1

Phone: 370-636
C.P.O. Box 4018
Cables: Rousselab - Auckland
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142/70 /1444

25 Rovember 1968

The Area Manager, :
Roussel (N.Z.) Ltd, |7
C.P.O. Box 4‘0‘18’ )
AUCKLAND.

Dear 3ir, Cﬁ§§>
Would se f there has
been any w ol yo ed Kingdom
principa e r ling of Amenorone
Forte. §§
@ ; purs faithfully,

(I. D. Ogden)
for Director,

@ Division of Public Health

\Y |
@% P
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Roussel (N.Z.) Limited
Bristol House
12 Albert Street
Auckland 1

Section 9(2)(a)

Phone: 370-53%
C.P.O. Box 4018
Cables: Rousselab - Auckland
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Roussel (NZ) Ltd,
P.0., Box 12170,

Penrose, AUCKI/JND 6.

Gij r.thiis terone
. 4 o 5 tab
5o Lthinyloestrogiol :

Hil

ply with Segulation 37 of ihe Poisons Regulationa 4964 the
‘q Sr i pear in a line

‘Restricted Drug' on the bottle must
gepirate toother words, (n the carton the height this statement must be
inoressed to not less than § inch in height, Tocomply with Regulations

14,16 and 25 of the Focd and Drug Reguldations 1946, the statement
of .pse on the bottle must be smended to non serif capital letters

of not less than 1/16th of an ineh in height and on the carton
to 1/12th of an inch in beight,

o f I
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DRUG ACTION SHEET
Food and Drugs Aot 1947

New Lrug Notdfication (S.11E) ipplication for consent

g 11B{Z)=s 17C(2)

Changed Drug Notification (3.11C)

Vepogit ol further particulars
{s 11D}

R

e WOtification of investigational druy and appilication approval
investigator (s M1

Any previous notificaticn spplicaotien: Ia

Tate of deposit of this communication ..LL.:lw...

Notification/Application by: Manufastur

For

Form of Drugs:
Thr
Proprietors

Ere

Rn&@mﬁé%%?b

@
(< ol
v

Natur

g

I3
.

1=

True fiame (7Vﬁﬁf’€t ..yllt‘, True N

Full 4dddres ...C). ¥ ATl
Qw Cexee, FAK .&:q

L L T

LI R I A I R I TS T L A N ]

PRADE HAMLE | ( .&MEM‘? o) o8 Py

mula: . .C}L

)
—
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Yv/late
g
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\oovc-octrlvaoiyio'l

GERNERAL \\\/f any iurther comments ~ pleace continue sverleaf. )
(1) Mr (d) Notification complete
e = = reverse of form,,

0) Request for early dlatrlbutlon (Cross out if mot

, app 1cable)

(2).

(3)

M__r_”B_éLllg ”

(&)

! N,
W Ashfoq&éﬁ%}ﬁ%%8

(5)

(6)

Dr Murphy [:1,,1n
Recommended Disposal
’ © Initials Date

(Reply to firm) Accept as notificatien

(7)
(8

‘ Reject M
Grant Consent

Decline Consent

o~ N

y—



The following information marited .0 ig required tp complete this
notification, )

{a) {i! Address af depositor of notification.
(ii} True name =na szddress of the manufacsturer,
{h) The nam:-nﬁdor which the dru, will be distribute 1.

¢} & full statement of the ing sredients, named by descriptive or
non—proprlatc1y names, including details of the guantities
in which tney are containad in th@ drugs,

(d) & desceription of +he Forp or forus of the drug.

{2) The proposed or reccumended dos agze and frequency of do &, and

the manner in whieh the drug '117 be 1a opiended tol ha\w
admlﬁ;hfﬁrwu 2pplied, or otherwise gy et { o Y S
H H NV \\ r\
NN i NG j
(£) The ruriposes for whicli the drug will ﬁ\ FECOmING I \e T used,
TS S,

X

() Reports of any tests wade to establish safetﬂ hi the dru;
for the purpeses for whicl AN L he usnnﬂx I which it is
intendad to be uzed. RS e

and the claims ©o he: mdde in xrh1e«{ Gfgits usef

“25TE made HooQ9ntrol tis
safety of thhrérug-

,tvéngth, guality,

snded method or'dihL?J}U110n o.-,1¢ drug dn Wew Gesland,

(i) The inte L
(3 uasd on pmoks
(1) cpared, or packed in

the place or placses
or packing is intended

4 W hi !
Th»/@h;hﬁfﬁr?ru-
to be cakpdadvur, <

\\ ~_ AN

A s Ml A Wb i




DEPARTMENT OF HFALTH, HEAD OFFICE

DRUG LABEL COMMENT SHEET

TRADE NAME aND FoRM_FMEN 0L OME LRATE

pack 3 1ok~

Deficiencies are indicated by the symbol "x" in the right hand column. Partial
deficiencies and particular defects may be emphasised by underlining of appropriate words.

Reg. . = Defic-
Ref. o, Requirement fent
POISONS REGULATIONS

A 37 Poisons classification on upper part of main pamnel of label (i.e. in the

same panel as the name of the drug) in non-serif caﬁi letters fot,

less than £"/3" in height, or 1/20 height of the Q\ iper whl??g%efgés

the less <fwa’ s

Poisons classification to appear ERESTRICTEﬁjﬁRUG» F?”\> (§<f 4

Bl s v (" TRESCRIPTION POIS\ - |

. = N

,ph.43%ﬁ;vub2f {&~«ﬁ' i?déﬁfﬂﬁ (or/pgggggbg P, S

o ) ( PEV TENN
,Wa, Foren 5t ()Y
C\{ VY WA ra\ térnative
QPO%SON 82 Yok

B 43 Second scheduls poison altplngilyn‘;%atemeniganb appearing

or not conspicuously ;rlnted N \ \Q‘\

DL .,\
"Caution: it is dangrléu \to e{ceedfth&\ ated dose
"Caution: to be pﬁken<strlct%y ég\é%ﬁééted"
¢ 7,
AN —
"Caution: to ?f usij btPiCtii;; directed"
i e ol s - e "~ Yes
C 23 Does p01sqn§42$§551flcafméh\gpﬁear on all advertising material? o
N o N
= o < : ;

D Lz Diriyﬁiﬁha‘jbf use @u dru;*for external application
E 50 Qﬁfiirft “hiine xrxagugy’”no not use during pregnancy without medical

direction" aud\“Qp.not drive a motor vehicle within 6-8 hours after
talding ths.drug” ‘

t

Furthev/a ‘;histamlnn warning where drug for nasal or external use

adv1se"
ek

'Prqldh d or repeated use should not be carried out without medical

FOOD AND DRUG REG&LATI\JNS

A 14,16

Name of the drug in non serif capital letters not less than %“/1/16"
in height

Recommended dose in same panel as name in non-serif capital letters

not less than J'"/1/96" in height

True neme and address of manufacturer in non-serlf capital letters

not less than "/1/“6' in height ot

B 181 Declaration of alcohol
In precise form set down in reg.181

C 184 Compliance with specific requirements for biological
preparation




2

Ref. Reg. Requirement Defic-
No. ient
o 179,189 Quantltatlve and qualitative declaration of ingredients expressed
in terms of G.M.C. approved name, B,P. or B.P.C, name or true
scientific description
B 25 A1l statements in uniform colour or uniform background

5. MEDICAL ADVERTI

SEMENTS REGS.

A 18 Directions for use
B 15 Statement "DANGER' - this preparaticn should not be used except
(F & D ) | under medical direction" on labels and advertisements for
(reg.183) | glandular preparations or extracts or syn+heﬁ1¢/substanceé of
(and 182) | similar physiological effect e Y (€
A N \

k. RECOMMENDATIONS

NOT SPECIFICALLY COVERED BY LAW ks

X2

Warning on preparations containing aspirin

A Nil
"Caution, this prepasration should 10t be administerasd to children
under 2 years of age without medical adv1ce" §

B Nil Dosage recommendation for fluid medlclneaziu Tetric system preferred

Se FURTHER COMMENT

P N & [\ g
B SN >\ )
N ; e O
o BN
& OO N
z-\/<// \\ 4 \ g
. \/ /\‘-) NN
T\\ \\///. \

Checked

Inits, Date
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DEPARTMENT OF HEALTH, HEAD OFFICE

DRUG LABEL COMMENT SHEET

i

TRADE NAME AND FORM S MEN 0 LONE s/
PACK Tlals ‘d4d«Z;£;f ol

Deficiencies are indicated by the symbol "x'" in the right hand column. Partial
deficiencies and particular defects may be emphasised by underlining of appropriate words.

. Reg. . Defic-
Ref, No., Requirement e
POLSONS REGULATIONS
A L) Poisons classification on upper part of main pa.nel/ﬁf label (1.e,/én the
same panel as the name of the drug) in non-serif ca Q%al letters'n
less than 1"@' in height, or 1/20 height of th\ ner th\éh\/er is
the 1 - O N\ X
e less // hY \\‘\\)
Poisons classification to appear ERESTRIC\TED DRUG Q \) Pt
ag specified above o : P‘i‘ION/PQ@@R}
(SECPOTEON PoP./( ™ \\\\
@%s@/f 1 />\ e \‘
N evalternative
\\\CFDISON ésg.uset.’l
B 43 Second scheduls pcnson ﬁlﬁ;\zl\naghwe stat );e\nta not appearing
or not conspicuously prln \\5
\/
"Caution: it is =161{g¢/¢\3\\$)t0 cfcce\l\tgle/ stated dose"
"Caution: to l)‘t sRen stri ;g}aé_-/dfirected”
L
"Cau{mu /io\yé/%eq stri‘stms directed"
C 23 Does '"Ql;'_‘;‘ 5/;:'\1"‘\ =1ilc\t\s\§} appear on all advertising material? _,_!,?_'E,_%
C 4 e gaisons ? 7
D Lz Dj_i*ée’ﬁc:}zé/ for /tISQ\E{‘x///fii"ug for external application
B 50 },Qm}atamlné%‘a fpngs, "Do not use during pregnancy without medical
dli\éctlon"( land ‘\NDo not drive a motor vehicle within 6-8 hours after
taklng y{\ébgf&g“ :
Fu & {ntlhlstamn.ne warning where drug'for nasal or external use
1 q%.\g or repeated use should not be carried out without medical
Q ce&
FOOD AND DRUG Rm&mﬁzoms
A 14,16 | Name of the drug in non serif capital letters not less than 1}"/1/16"
in height
Recommended dose in same panel as name in non-serlf capital letters ><
not less than 2"/1/16" in height o /
===
True name and address of manufacturer in non-serif capital letters
not less than A"/1/16" in height
B 181 Declaration of alcohol
In precise form set down in reg.181
C 184 Compliance with specific requirements for biological
preparation 7
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Ref, Reg. Reguirement Defic-
HNoe ient
D 179,187 Quantitative and qualitative declaration of ingredients eXpressed
in terms of G.M.C. approved name, B,P. or B,P.C. name or true
scientific description
E 25 All statements in uniform colour or uniform background
5. MEDICAL ADVERTISEMENTS REGS.
A 18 Directions for use
B 15 Statement "DANGER" - this preparation should not be used except
(F & D ) |under medical direction" on labels and advertisements for
(reg.183) glandular preparations or extracts or synﬁhétiﬁﬁggbstangeé>oﬁ_
(end 182) | similar physiological effect e NN '
.4 -\ v ’ N S

t. RECOMMENDATIONS

NOT SFECIFICALLY COVERED BY LAW

A Nii Warning on preparations containing aspirin 5
"Caution, this preparation should ‘not be administered to children
under 2 years of age without pedical. advice! -
. . ."\= }.1 -
B Nil Dosage recommendation for fluld medicines in wstric system preferred

5. FURTHER COMMENT
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Roussel (N.Z.) Limited ROUSSEL

3A GREAT SOUTH ROAD, PENROSE, AUCKLAND 6
P.O, Box 12-170, Penrose

Telephone 597-733 ~— Telegrams: Rousselab, Auckland
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RESTRICTED DRUG
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3 tablets
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ROUSSEL LABORATORIES LTD LONDON ENGLAND
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T @ Stote in a cool dry plaes

@ 3

o Q In each tablet:
=3 ,
Q Ethisterone B.P, 50 thg
g Ezhinyloestradiol B.P. 005 myg
P
Q Subkngual of Sublalialadmie st
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histcrone B.P. B0 mg
ifoestradio! B.P, 0,05 mg

Homtd

W ~amenorone forte

3 tablets
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