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Each tablet contans 0150 mg desogestrel |P and 0.020 mg efhmylestradiol IP

(| « 80 mg
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INDICATIONS

Coreracention
POSOLOGY AND METHOD OF ADMINISTRATION
How 1o take FEMILON

Tabiets musi be ten in the order directiod on the package overy day ol aboul e same Lme wih Lome
quid a3 needed. Ona labled s 10 ba When cdaly Iof 21 consacutive days Each subsequent pack &
tiaind afior a T-day lablel-free interval, during which Iime o wendrewal bleod usualy ooours. Tha
USLIaSy siarTs 2+] Oays aher e las! tabiet and may nol have Trished befors (he nerl pack is staried

How 1o starl laking FEMILON

No prececing hovmonad comtraceptve Lse [in the pas! month)

g had O starl on cday 1 ol he woman s natural cycle (.o the lirel day ol her mersirual
owed, bt dunng the first cyclo a bamior Method 8 recommencied

Tt Lak
bipeding) Startng on dayy 2-5 ks af
[

N Bt lor the bral 7 days of labled- laking
Chanpeg Fom a combined hormonad condracepinve (comdsmed oral condacesthve (COC), vagnal
Yy e e p—

The woman khould 2 weh FEMILON proferatly on fhe day nitor o 1a3) actve tabket (The Laa) latbel
contaneng fhe acve substances) of e prevaous COC, but al The Luesi on the day ofowang (he uiual
talnet-bree derval Or Mollowing [he laal placebo labisl of her previous COC. In case a vagnal nng of
framOemal panch hea been Used, the woman should sian wsng FEMILOMN preleratly on tho day of
remowal, DUl &1 e lated) when the nexd appicaton would have been duo

I the womman has Deen Lsing her previous method comsstently and cormoctly and if il is reasonably
certmn hal she iz not pregrant she May 240 twilth from her provious comisnod hormonal
CONYROODEva On ANy day of the oyl

The hormene -ires imerval of the previous method thould heve be extancded boyond s recommended
gt

Changing rom a progestopen-0n'y - meemod [mengel Ipechon impian]) o Fom 4 progesiogen-rpieasng
IntraLAen Byt | IS

The woman may cwsich any day from he menspl (from an implani or ihe IUS on The day of & romoval,
from a0 inpectalia when the nex mpecion wolld be due), bul should in all of these cases be advised
1o addmonaly we a barmer method lor The fred T days of lablel-laking

Foloweyy Ml -tremesier phortion

The worrasn may star] immodiately. Yyhen oong 80, 8he need nof ke acddtonal contraceptive Moasires
Fodowsny delhvry oF gecond imenter abormion

For bressnseding women see secton 'Pregnancy and Lactalion

Vromen thouid be edvised to star] al day 21 to 26 alter delivery o second-inmester abortion. When
LN leter, id weman should be advesad b0 addtionally usa a barier mathod lor the tirs! 7 days of
labiet takirg Howesr || miorcourse has arsady oocummed. pregnancy s hould be excluded befon the
ectual slan of COC uss of ha woman has 10 wal for her firs! menstrual penod

The ircreasad risk of VTE duning he postparium penod sholld be considered when restaring
FEMILON [soe soctions ‘Special Wamengs and precaltions for use')

Managemen! ol missed lablala

! ' umav i loss [han 12 hours Late In Likong any Latsel, contmceptve protecton & nof reduced The
worran shouikd ek e Lidbsol 23 200N &5 5N romomibery and shoudkd Lk lurfher tablets al the sl bme

If ghe ia more than 12 hours lale in laking any Labkel, contraceptive protecticn may be reduced. The
managemen! of mesiad Liblets £an be guded by the lalcwing bwo basks nios

1 tabded lakng musl never be deconnued lor longes than 7 days.

s 7 dayw of uninterrupted tablet-Laking are requined 10 allain adequale suppresmon of

the Fypomalamee pitutary -ovanan-a as

Accomungly (he lallowing ndvica can be given in dally practico
= Weak ) ” S —— -
The Lser grouid Laks Me last mesad lablel 43 £o0n AL &he remembers, even i s means laking fvo
fabdeis al tho came fame She hen contrues 10 lake lablets & het usual bme I addilion. a barier
mrethed e as a condom theold be used lor the noxl T days | inlercourse 100k place in the
pm?mmmﬂfdnmmmm Tha more tablats ane missed
and tha closer [hey A 1 the regular |atdet-frea interval, he higher [he risk ol a pregnancy
. Weok 2
Tmuurmnuidmmuﬂmﬁudmﬂurumqnuwmmtﬂt.mdmmuw1m
Labiels &1 M tame me She |hen continues 1o Lake lablets ol her usual ime. Provided thal Ino
WI‘L]..tlkmhnu.l::-ﬂ‘:con-:ﬂpnﬂu?d’aﬂWMIMHﬂmuﬂuﬂ-LmHm
noed 10 UES orlra coMraceptive precautons. Howevor | Mg la not the case of il sha mesmad mone
han 1 lablet Pie woman should bo advisad 10 use extra precautions lor T days

. Weak 1

o Fabkel ntaks schedude, feciced] COMIIACORIVE DrTnCTON

1 The user should Lske The lasl mased latie! as $00n as she remembers, even If ihs
mieans taking [wo labiets af he same bme She then continues 1o lako labiets at her usual
hrr-uT!umﬂpnnunmlwhdumulunmmutmmd_la,mw
sheedd be ol Dotween packs. The user & unbkely 1o have A withdrawal bleed unl 1he
mdltﬂmmuwmiwmomﬂwwmmbanm
takigl-lahing days

The woman may also be advised 10 Gscontnue Labiel-taxing rom e curmeni pack Sha
Mlhﬁhﬂiihﬂ-ﬁuwdmh?mmnmﬁwm
lablrts and LSeequUOnTly Contnue with the nexl pack

M the woman messed Lahiets and subsoguently has no withdrawal bioed i the frst normal tablet free
merval, he possitsalty of & pregnancy shoukd be consdened

Advico In case of gastro-intestinal disturbances

in case of vevern pasim intestnal dsturbance, absorpton may nol be complets and additonal
confracepiive moas.res Mo be Luken

H vormong ocours wilhin 3-4 hourn aher Lablel Lakong, the advice concaming missod Laliets, as given
n Secton Lianagemen! of Mamed (ablets . & agpicanis i e woman does nol want o change hor
nonmal labket-lakng schedule she has 1o lake the ouirs tablets ) reeded Irom BNCIe! pack.

How 1o shill periods of how 1o delay a period

To oelay a panod, the woman should continue with another pack of FEMILON wehout a tabief free
l'rhn'ﬂTMWWHWMKIHMJHMMWIMWGFFoMM
Draring 1M gxtpremasn WOITAN My Epenence Dreah Y pugh Desging o "
Nmm‘mmnhm?mw*ﬁanym Spating ﬂ'ﬂ'ul-l'ﬂﬂl
To sl b pord 0 arothed day of e week han e woman s ued Curlent e
wmhwummmm-mmmumuw"mm
shana! the interval. 1he hgher e rah thal she does Not have & wEhdrawil bised and will e panence
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BgE="Tha nak of venous thromboemba®am Incroases with
ﬁuml

ekl lron nterval | ioweved,
Tho nsk ol reduced rohatsity o wmmsnend bocause of e lonheoming Ran st b Proaied B |

»  An increase in frequency of seventy ol migrane durmg COC usa (wheh

Contraindicalions

Comitsrad hoemonal contratepives (CHCs) should not be used in The presence of any ol the condifions

beted Deiow. Should sy of The condiions: appear kv the first brme during CHC use, the product should bo

SO0E] FY Tty

. Procance o hepinery of venous thrombems (deep venous Thrombosny, pulmonany embolsm)

* Preserce of halory of artevial Pvombosn (myocardal inlacton, combrovascutar scrident) o prodromal
condions (e g Tarmenl chaemic sack, angrma pectors

. Forow™ Dreckeposton lof venous o areral tromboss. auch a3 Actvated Proten C (APC) resstancs
antihrombin. lil defiSiency, protein C deficioncy, protein S deficiency, yperhomocysieiraenia, and

niphosg =1 anibaoxtan

Hztowry

s of migrara with 1acal newsologecal symptoms [see section “Special Warming and Procautions
o LUl )

. [ atwiey melitug mth vaseu'ar Fvoiement

- The prosence ol A severe or mulliple fiak factoris) fof venous or arteral thromboss may a0 constitute
3 ;1'1' AT 'r_.-; = on (ke section ‘Special Warning and Precautions lor use')

T *::? J_'.‘cjf: : profonged immobilastion (see secton “Special Waming and Precactions for usa')

£ 5 wory thereo! # asiocated with severe hypertrglycencanmea

* retence of hiclory ol severs hepa'c deaas o b ) 0

Stacr) . L SRILA a3 long as Fver luncnion valses have nol refurmned 1o
L Presence or hisiory of ver umeurs ({bermgn or malignani)

L Frown oF EUgDect 5

; Errpecind sm slermd-nfiusnced mabgnances (o g . ol ihe penital ergans of the braast)

L]

vagnal
Krown Or SUSDeCInd Dregnancy

" i ;
r[u.r :‘r EMNEINTY B ary of the actve substances ol FEMILOMN or o ary of the excipeents

;‘ - i 5. Ii_,n.r,; -~I!.__-'¢a_1 for usa wih he Hepatita C vinm combinaton drug  fegimen
ﬂb';.wr paritaprm TROoNgve with or witheosl classbsmviF [0 woction Special Wam ng and Frocautions
Q 2 )
Special warnings and Procautions for use
Wamnings

I any ol tha condtionwrizk lactors mentioned beiow i presant (ha benefils ol combned hofmonal
C,-Q_r‘"!.lﬂ.l'"‘}‘- ve (CHC) uze shoulkd by wrg e againgl the posaibla miks lor each u-,._}..x‘-du_ﬂ.m;,rn‘q w
Giscunsed wilh |he woman befors gho docsdes 1o sfarl umng it In the event of aggravation, exncerbation
or first appearance of any of these condiiona of risk lactors, (ho woman should contact her phiyscan
The physician should then decidd on whelher CHC use should ba discontinued

Throughout this pe=ton the genaral term combined hormonal eomy 1
i omit : acepiive (CHC) is used when data exisl

tor oral and non -cral comtraceptves. The eem combened oral raceptive (COC) I8 Usad when

only lor oral contraceptives o el - b
1. Cinulafory Disorders

* Epdemiciogcal studea have shown an association between fe use of CHCs and an increased risk
cl anenal and venous thromibotie and thromboombalic cimpases tuch as myocardal inlarcsen. siroka
deop venous thromboais. and pulmonary embolsm Theso gvents oceut raneky '

* The use of CHCs is associated with an increased risk of venous Ihromboemboliem
3 (VTE) manlesting
as dsdp venous [hrombosia andor emboliam The nsk s highesl during [ne lirs! yoar
& woman ever Usos a CHG. The rick is aiso increased alter intally stan ng a CHC or restarting ine
same o diferent CHC afler a break in uso ol 4 weeks or mom

. mm-mmmwmﬂmmhmmmmmm
W._mmnhnnmm—mMﬂﬂEMMMu-u
iow -dose COCs with the progestogen vonopesiiel These shudies indicate an aporoamate 2-lold

increase in risk, which would corespond 1o an addifional 1-2 czsea of VTE per 10 000 women yoar

ol USo. Howevor, dala lrom other siudies have nol shown this 2-lokd Increase in rsk

. Overall, Ihe iIncdence of VTE in users of low estropgen coso (< 0.05 mQ ethimdestraciol) CHCs ranges
from about 3 1o 12 cases per 10 000 women years compared 1o 1 1o 5 cases per 10 D00 women years
in non-CHC users. The incdence of VTE eccuming durng CHE usa is less nan the incdence
associated with pregrancy (i e 5 1o 20 cases per 10 000 women years). VTE is latal in 1-2% ¢l cases.

. The Igure below thows tha risk of developng a VTE lor womnen who are not pregnant and do not use
CHCa. lor women who usa CHCa. lor prognant women, and for women in the pestpanum period. Ta
pul rizk of developing a VTE into perspectve. | 10,000 women who am not pregnant and do nol uso
CHCs are loliowed lor one yoar, befwean 1 &nd 5 of Iess women will develop VTE

. Liknitood of Developng a VTE

Non-CHE™ User, Ranges brom
Hon-Pregnani 10
. Rangwi lrem
CHC-User 3to 12
- — — : ——-—-—-_ —— L ———— N -
e $1020
|
Posiparium Rangri lrom
(12 wewks only) 40 1o 65
0 10 10 30 &0 50 [20] TO
Number of Women with a Blood Clat out of 10,000 Woman-Tears [WY)
*CHC=comixnad hormaonal

~*Pregnancy dala based on aciual duration of pregnancy in the reference stuckes. Based on a model

assumplion thal pregnancy durabion i nine months, the rate is 7 1o 27 por 10,000 WY

«  Estromely rarely. Ihiombots has boeen repored to occur in other blood vessels, o9 hepafic,
masenterc, enal, ceretral or rotinal veins and artories, in CHC user

. SdemmmWW:mlladnurmwmﬂ
can include unilateral leg pain and’ or sweling, sudden severo pan in the chesl, whether or nol 4
achates 1o the lefl arm, sudden breathlossness, sudden onsel ol coughng, any unusual, sovere,
prolonged headacha. tudden partial or complede koss of vision, dplopa, slurmed speoch of aphasa,
wvordgo, collapse with o withoul local ealrure, weakness of vory marked numbness suddenly

alfecting ona sde of ong par of the Dody, motor deturbances. “acute’ abdomen

incroasing nge.

a poaitve famdy history (Le. venous thromboembolem ever in a sibing or pareni ol
a relatively aarly age) Il a hereditary predisposition s suspociad, the woman should be
relomed o A specialisi lor advice belore decding aboul any hormonal contracepive Use,
obesity (body mass indéx over 30 kg'm2)

profonged immobdksabon. maor sulpery, amy o tha logs, or mapr rauma. In
theso situations il is advisable 10 dacontinue use (in the cate ol plectve surgory
al leasi low wooks in advince] and nof 1o resume undl fwo weoks alter complata
remabiiisalion. Soo ulso section ‘Contraindications’

and pezsibly also with supsrfcal hrombophiebtis and vancose veins Thero (s
No conuonsus about the possibie role of these condions in the phology of venous
thrsmiboembalam

s Tha sk of anenal thrombosmbole compleations increased with
INTeaAsing ajo
SMoking (with heaveer emoking and increasng age [ha rak hurther

NCTesses ppocialy |
women over 35 yoars of age) I i £ {

T '

obosdy | DOy mass Index over J0 kg m2) i

Irypsotlanmon |
valvular hean dasase

atrial Abrillation I

a positive | hustory || @ anerial frombces eves in a sbing of paren! il a relathely |

q”:r.ﬁm; I|Ih' rmhnﬂ.hwmh&:ﬂd .

+  The increased rsk of fvombosmbossm in the ‘conaldared ' on

“Pregnancy and Leclabon” wee secton Tregnancy and
v Other medical cond tions whech Have been associatod with adverse ciculalony events include diaboes
melitus, syslomic lupus enythematosus, haemalytie Uraemic syndrome, chronic inflammaltory bowel
disease (Crohn's desase of ulcoratve colfs) and scklo ool dasase
négcbo peociomal ol
a covebrovasculy evenl) may be a reazon lof immediate discantinuabon ol Ihe

Ihromboss Include Activated Protesn C (APC) resstance,
deficency, proten C deficiency, protesn S deficiency, an
anibodes. lupus anticoagulant)

*  When conudenng ek benoll the physcian should take Into account thal acequate treatment of

a concilion may recuce (he assocated nsk of thrombosis.

2  Tunours
; ot VLS ) Infecuon.
o o e o o, v 0 €O Coruutn 10 s cronsod

Mote conbrues inly aboul the extenl to which i finding is altibytablo 10
MMMW scrwening and difference In saxual behavior including usg
¢l barner contracoplives, of 8 causal A 3

A meta-analysa rom 54 - stucies reporied that there Is a sighily ncreased rolative risk
(AR = 1 24) of having breas! cances dagnodad in women who aro currently using COCs The excess
righ disappears duning I1he course of the 10 yoars after cessaton ol COC use Recauso
breasl cancef s rare n women undar 40 years ol age, the sxzess number of treas! cancer dagnoses

“pack should be staried rght sway without the usual

N cuven| and recen! COC users ia small n elafion o e overal risk of breast cancer. The breas
Cancers dugnoded in overusers lond 10 be losa advanced cincaly [han the cancens dagrosed in
D -ULers

] I anciher epidemuoiogica) study of 1 B mdion Danah women loliowed an average ol 10.9 pears. e
feported RA of breast cancer among COGC usors incroased with longer duraton o use compared
wilh women who nevet used COCa (overall AR = 1,10, AR ranged lrom 1,17 for 1 3 lexs ihan 5 yoan
ol use to 1.48 afier more han 10 yeara of use). The reported absoiute risk odlersnce (number of
breast cancer cases befweon Neverusers comparnd with curmen) and recenl COC users) was
small: 1] per 100,000 women: yoars

. Epdemiciogeal studies do not provide evidencs o causation  The obmarved paiem of incroased sk
mary be due o an earler diagnosis of breast cance in COC wens, the beological effects of COCs or
A comibsnation of boh

" In rare cases. beregn kver lumours, and even more rarely, madigrani Bver tumours have Deon repantad
n users of COCs In solated cases, heso lumours have ind 1o Be-treatorng intra-abdominal
hasmormhages. A hepate tumor Lhould be considered in the ditferemtial dlagnosis when severe upper
abooming pam, bver endarpement of signs of infra-abdominal hasmomhage OCCLE N women Takng

COCa
J Hapasta C

. During clnical trals w'th the HCV combenation onug regemen omblasyy /pariapreyiel ritona v
with ardd withaul dasatuni, ALT slevolions greatet (han § Umes Me upper Bmd of normal [ULM)

were sgnilicanty more heguord in women using efformplestirpdol -Conlanmg  Medcalions such as
CHCa. FEMILON mus! be decontnued prior 10 starkng Iherapy with 1he COMSsNAton dnug negimen
omibilasvin pamaprevie ritonavir with or  withoul  dazabyvir (ses  gechon and
Irtaraction with other medicnal products and olher kormas of inferaction’). FEMILON can be restarted
ppproomaloly 2 weeks lofowng completion of Irgatment with (he combsnahon drug regeman

4 Othar conditions

' Women with myperirghycerdaemia o a lam®y heooey therecl may De @l an mcreased sk of
pancrentitis when usng COCa

. Afhough small increases in biood pressure have boen repored n many women laking COCs
clrscally relevant increases aro rare. A reletionship between COC use and chirecal hyperiemiaon has
not boan eslabimied However, I a suniained chrecaly signifcant yperentaon develops dunnyg Me
use of a COC hen il is prudent lor e physcian 1o wiaw the COC and real e
m'cm‘dmm. COC use may bo resurmad | normoiensse valles Cen be achieved
w.h 4||""'|‘|' o AR LS "‘"i".'lr?:

* Tha lolowing condifions have boen reported 10 occwr of doeferorate with both pregrancy and COC
vee, but ihe evidence of an assosation wih COC uso s inconciusve. jaundice and'or pruritus relatod
> cholsgtywg Qalistong lormabon. porphymia, systems hupus erythomatom . haemoiie wrasmd
myndrome; Sydenham’s chorea. herpes pesiations. ctoscleros’s-rolaied heanng loss (hersciary)
Angstama

. Aouto of chronic daturbances of lver lurcion may recedsmts he decontruation of COC uss uml
markers ol fver lunction netien 1o normal Recerence of cholsmiate muricg which oCourmed Gl
dunng Pregnancy of previcus use of s sherodis Mecesiates he decortruasan of COCa

. Alhough COCa may have an ellect on peripheral ins izres oyl ghcose cserance, hern
B no ovidence for 4 noed 1 aber he Merapeutc rogrmen N dabetcs ulrg ow-dosg COCa
(contaning <005 My shimdeatradiol) Howswar, dabetSc women Lheukd be camtuly cOmeryn

“winie tiking COCs

. Crohn's dasaso and vicerairve colitis have been pmsccated with COC une

. Chicasma may oocasonally ooour, especialy in wormen with 8 history of chissama graveianum . Wormen
with a tendency lo chicasma should avoed exposure 1o the wn of Wiavoel racalon whisl kg
COCs

] FEMILOMN conlaing < 80 mg lacioss per labisl Patents with mre herediary pablems Of galacioss
intolarance, the Lapp lactaze deficency or glucome-galacoss malabanmiion who afe 00 lcSas-rea
died should lake this amount Into comnaismbion

When counsell ng Iha choco ol contracertive methadis), all ine above irformafion should be laken At

account

Medical Examination Consultation

Prior o the inbation or remstituton ol FEMILON a compieto medical hestony |inchuding lamsly hastory) should

be lakon and pregnancy mus! bo ruled cul Blood prossore should Be measuned and il chncaly ndicasid

a phy=ical examination showld bo porformed. guited by The contra-ndcalions (section Contraindicationrs’)

and warnings (seclion "Special Waming and Precaulions lor usa’) The woman shauld al=s be instructed 1o

carefully read the user leafet and lo adhera 1o the advice ghven. The Ireguency and nalure of hueer panodic

chacks should bo based on establshed practice guidsines and be adapied o the indrvidiual worman

Wemen should be advised thal oral contraceptives do nat protect agains! HIV Infections (AIDS) and other
sexnually transrmessible disoazes

Reduced alficacy

Tha aificacy ol FEMILON may ba reduced in (he oven! ol ag. mssad tablets |Saction Management of
missed tablels), gastro-niestnal dishurbances (Section Advice in gastro-intestnal daturtances ) or
concomilan! medcalions thal decroass the plasma concentralion ol elonogestrol, e aclive metaboliie of
desogodtrel [Soclion "Inleractans’)

Reduced cycle conltral

With all COCs, irmegular bleeding (spoifing or breakihrough bleeding) may ocoue, especially dusrg he
firsl months ol use. Tharelore, the evaluation ol any imegulal bleeding la only mearanghul after an adsstabon
Interval of about (hrea cycles

Il bleeding irregulaniies persist or coour alter previously regular cycles. |hen non-hormonal causes ahould
be consdered and adequale dagnoess Maasures am indicated ko axclude makgrancy or pregna Trasn
mury include curetlage by

In goma wormen wilhdrawal bleeding may nol ocowr dunng Lhe Labiet-ree merval il e COC mas been wmaen
according 10 the directions dascribed i Secton Posciogy and mehod of admenstratcn. i i uniikely mal
hd woman is pregnant. Howmad il tha COC has not been laken accorng o these deections pror 10 he
Enc:cmnﬂdmmﬂmmqlmmmmm“m#mmnhn-dum

uso Is continued

Interaciion with cther madicinal producls and other forms of Interaction
Interactions

Note! The prescribing informaton of concomiant medicatons should be consuled Pt
inter actons ety

Interactions botwean oral conftracepives and othar medcnal procucts may ead fo breakMmugh bieeding
and'or oral contraceptive lalure. The loliowng interactions have been reporied n e ltorature

Hepatc metaboiksm: Interactions can ocour with medcnal or herbal products hal incluce
- mecrosornal
onzymes, specifically cylochrome P50 enrymes (CYP) wich can remdl n nCrRle Chedrance
feducing plasma concentrations ol sex hormones and may decroase the efteciveness ol combsned oral
contracepives, including FEMILOMN Thup-m.cumwmo phenobart2al premcione . boson®
ol L L O o, ki TaaCal, i i sabily mmhmmu:m.h o
profoase ihibiors (o g, Monavir) and Non-ruckeoaop reverse I
o =) ] Wamorpiace nhdaon (0 0 . elavient) ang

Enzymae induction can oocur after a hew darys of reatment. Maasmum snryme incusson gonar
within & low woeks, Altor drug therapy is disconbnued, onoyme inducton can last u:mazn“'mm
¥ihen co-adminsterad with hormonal contraceptives, many combsnations of HIV protease Inhebatong (o
nalfinavi) and non-nuclecsds feverss ranscrptase nhdion {0.g. nevrazng), andor s
with Hepatitn C vinua (HCV) moeacinal products (e g, boceprove, lsacreve] can nCrease o docroase
plazsma concenfrations ol progesting InCuding stonogestiel. the actve melabolte of desogestrel o
cstrogens. The net eflect ol thesa changes may bo chncally relevand in some cases.
Wmmcuwuwdmm‘mnwmxmmnmqmwawwmm
thould be advised nal the effcacy of FEMILON may be reduced. A bamner contraceptve method shouid be
Udad in adcition lo FEumemmdmmemmw

lor 288 days aher gacontn - E'F-'
Il CONCOMILANT Grug admenigiralon Leyond

et PERES

conliaceplon unaltectod by ongyme-nducng medicnal
(0.0 . Musenazole, diarem, erythromycin) CYPIAL
ostrogens of progesing, Including etonogesirel. (he actve metabolte of
Oral contraceptives may allect Iha metabolism ol other drugs. Accordingly, plasma and Bssue concenimtans
may either increase (0.9 , cichospor| of decrease (e . lamotrigine)

During clinical trials with the HCY combination drug regemen ombitasyir | paritaprevi donad with and

' u
withoul dasabuvir, ALT elevatons grealer Ihan 5 bmes the """;W ﬂm
regimen ombilasvie paritapreva/

=y slarting Iharagy win tha combinaian driug | ritonar
prior bo '
wilh of withou! dasabuvir (800 section Contrandications’ and wamings and precautions for use')
FEMILDN can bo restarted approxmately 2 woess loflowing of treatment with the comblnation
orLg regimen
Laboralory Tests

Tmmglmumuummmnr“mmwm.
Paramaters ol s, adrenal and renal functon, plasma levels of (carrer) proteins, 8 g corcosterod
MM“%mmﬂm-ﬂnm

FEMILON i3 nol indcated duning pregnancy, Il pregnancy occurs dunng troatment with FEMILON, fusthar
intako should be stopped However, most epdemiciogical stuckes have revealed naither an Increased risk
ol barth delects in chidren bom 1o women who Used COCs priof to pregnancy, nod @ leralogenc ollect

when COCs wero Laken inacdvertently cunng early pregnancy.

Lactation may be influenced by COCs as Ihey may feduce tho quantty and change tna composton ol
broast mit, Therelorw, the use ol COCa should penerally nol be recammended undll the nursing mather has
complotely weaned het chid. Small amounts of Iho confraceptve steroids and'or thes metaboites may be
eazrpted with the midk, bul there is no midence that this adversely allects infant healh.

= Dty fal OF SOERA 6 4

Eflects on abilily (o drive and use machines
Mo eftacts on abldy 10 drive and uss machenes e beon obseryed
Undesirable slfects

Poasoly relamed undetrabls of'ects Fal have Been reporied (n clvecal i of chuarvaional shuckes
wih FEMILON or CHC usen in gonersl are ksizd m the lable below’

[Sﬂma-pnl:hu Cammon (2 17100]  Uncommon Rare
{r 171000 and < 1/100) [« 1/1000)
e pyuiemn disordeny Hyperuenstyty
Matiholem ard Rutrdon Flusd retertaon
Oty
Py pcteatie: deaormhony Oepromsed mood,  Libsdo decreaned Litsda moywamed
macr ateread
Marvous Fyatem draonleny Hoazachy Wyune
Eyn cdaorrion Contac! mry olrprce
asm ar Suorrisns Veroul Fromocembolam’
Anonal fromboersboes v’
G T gl ool Misey abdommal  Vomdng, darmey
pan
S @) SuDG Aerecus e Razh, urtcra Eryhema nonoswe=. grythemy
dacrdon mufSorme
Naproducso ryion and el Qrsan) erimrpermenl  Vagral dacharys. brees!
bread) Gsnrery broast terngdrnesl dachwe
ijnw- YWesghl increamed Wsinh decreamed

1 The mos! appropriate MadDRA torm to doacribe @ Celan adverun reacion a keted. Gynonmyms of
related concitorg are ROl katedd, bul 2 houkd Do LaRen 00 sccoun 0 sl

7 Incidence in oheervational cohort shaes of = 1710000 19 « 11000 women-yaan

A Pumber of Undessathe ottects have been reporned in women usang commned oml conSracoptives
Whch arg discumsnd 0 more detal in Secton Spesal Wamengs and Precautons tor Uss. These
nciade veroua Momboembols deorders. afenal thromboembnic deorders, Fypersnson
twwwi*rtlu-‘l"qri Iﬂg. vt fumour. breas! cancer| . chioaama

Overdose

There havo boen no reports of sercus deletercus ofiacts from overdose. Syrmptoms that may ocour
i TS case are naumea vorrang dnd, in young gela, §5gh1 vagnal bleedsyg Theds are no antaodes
ardd hurthor raatmen] ahould Do symptomalic

PHARMACOLOGICAL PROPERTIES

Pharmacedynamic properties

ATC classfcanon GOIA ADD

Tha portracectve offoct ol COCs @ basad on the iInleracion of varous (actavs, iha most important
of atech arp seen a3 the nhiston of ovulation and the changes in the cervical secretion, As wel as

Protecion agaest prograncy, COCs have several podlive propei lies whach, nesl o the
Poeen (e Wamengs, Lindesaabie sflects), can bo useful in decding on the method of brth

Szl Tho cycle @ mom regular and the mensiruabos is often less painful and bigeding is ighter.

The larm may s n & decroass i e oocurience ol 0on anhcmncy Apar irom e, with hey
Feghee dosed COCa (%0 g eMumy'eurardol) Tars @ svciencs of @ reduced ek ol locyshc burmory
of he broasts, ovanan crals pebec nflammmatory donase, echopss pregrancy ard endometnal gnd
WAN CANCE WhETet T Ao appies 1D Iower-doted COCA rewmaing %o bo confimaed

Pharmacokinelic properfies

Desogesirel

ADSORAPTION

Orady admriered desogesel & raply and compretely absorbod and comvented jo

Poak sorum concentrations ane mached ol about 1.5 hours. Boavadablity m 62 - 01 %

DISTRIBUTICN ' o . i

Fiormgeet & Bourd 15 GeLm 150=n and 10 s hormona biresing plobulin [SHRA) 'H;Hﬁ*\-“i’a

ol tha olal serum drug conoenirasomn we presen as free sterod, 40 < 70 % are ypecsfeaiy bound

12 SHBG. The effewyiestrariol anduced increass n SHEBO influsnces he dafibulion ovee 1he wemsm

protess. Caimng an increasas of e SHAG-bowrd fraction and a decroase of T abumm-bound

fraction. The stoaren volume of distritafon of desngestrel ls | 5 1y

METABOLISM

Elcrogemirel § compestely metaboled Uy ™e known patrenrys of storod metabobem. Tho melaboke

cloarance mis Fom Lerum 5 IDot 2 il mEn g Mo Ineracion was 1ound with Mhe co-acimersstered

ot sl

ELIMINATION

Ercrogestrel terum eveis oncres=o M two phases. The termenal daponion phase @ characteriond

by a haf e ol approeenatsly 30 hours. Desogostiel and #s molabcites are pucreted & & LAnary
e oL tﬂxm'widﬂw

STEADY-STATE CONDITIONS : Ch e

Esrogestrel pharmaroretcs ae nflusnced by SHBO levels, whch o incroased Pwoetold

by eTerylestracol Foliownyg dady ingestion. drug senam kveld morasse about two- 10 [heeedold,

feacheng eady Wit conSRong dung Te becsnd hal of the realment cytie

Elndmrylestraciol

ABSORPTICN

Oraly admerssternd eunyesrasiol 4 apay And compistely AbsorMoed. Peak LeTum concentralons

are reached withn 1-2 hows Abasiube boavaliasity as a resfl of prosystomc comugaton and

frel-pass mesabckam A approaimaiely 80

DISTRIBUTION

Ererresradol & My Dul non-specically bound ko serum abumen (approssmalely,

MOLCES AN INCTEEse 0 Mo serum concentrations of SHBG. An apparent volume of chadr b -

about 5 Vg was deterrmened 38 T

METABOLISM :

Emsrylestracicl s subpect 10 prosysteme conpugation in both small bewel mucnsa and tha ver

Ervrymarraind & prmanty metabokred by Sromane hydmuytascn bud A wide varety of hyOroaylated

lﬂmmnm-ﬂﬂ-.ﬂp_l-iﬂm_lﬂu_

i

o

wi glucsonces and sultate. The Metabolc Chearanco (A i about 5 mimnig. E o
- 9 et y, -. ..-. = I'..."-t
Erenyientrasol serum lvers decrease in two disposiion phates. he termenal desposition 4--.“; |
charachenzod ™ 24 hours Unchanged drug s nol gecretod
L] . by & M-.,,.,. of .w—i-mﬂfr : dng . X
excrefon & aboul 1 day
STEADY-STATE CONDITIONS

Swady state concontrations are feached after 34 days when serum dng levels ate hgher
by 30 - 40% as comparnd 1o singhe dosa

Preciinical safety data . _ .
Prochncal data reveal no special hazard lor humanms when COCs arm Used 23 fecommenced. Tha

genotesity, CADmOgenc
mumtmnwhmmm_mqm_nmum_

of cortan hormone-dependent issues and umawrs. ’ﬂ
. PHAPRIACEIITICAL PARTICULANS 21555050 4. N

Ustotexcipients

Slora your lablols below 30" C in Ihe original package. Do nol reeze. Slore protecied from
light and molsture.

Naiure and contenis ol contalner

PVC abuminium blister, which is packad in an aluminam minated sachol

Pack sizes 21, I n 21 and B x 21 lablats
Ench bligier conlains 21 lableds

Marketing Authorization Holder and Manufacturer




DESOGESTREL AND
ETHINYLESTRADIOL 4 e
TABLETS IP i

Femilon’

Raad all ef this leallel carefully before you starl using this medicine.

¢ Keop s lsafat. You may need 10 read il agaln

. 1 you hurve iy further Questions, please aak your GocCior of phanmassl

¥ This medicing has been prossribed for you. Do nol pass it on to olbers. | may harm
thom, even il thed syrmtoms aro tha Lamo as yours.

b Il any ol the side elfects pol senous, or I! you nolice any side offects nol lated In this
keafiel, pleacs tell your doctor or pharmacist

in Lhis leafiel

1 Yyhat s FEMILON and whal is & used lor?
2 Before you start to use FEMILOM
21 Whan ehould you nal use FEMILDNT?
a2 When 0o you nend 1o lake specal cane with FEMILDNT?
23 When should you comtac] your docior T
24  More about hormonal contraceptives
3. How do you use FEMILON?
A1 Yhon and how 10 lake the lablets
32 Swarling your firs! pack of FEMILOMN
33 | too many FEMILON tablets aro taken (overdase|
34 Whalwodod
A5 | you want fo stop Waking FEMILON
4 Ponolba siclo effocts
5 How 1o Btore FEMILON
[ Further information
6.1 Whal FENILDN contauns
6.2 'Whal FEMILON looks B and contert of the pack
63" Marketing Authorisation Holder and bManutscturor
6.4 GShell Lite
6.5 Lasirevislon of thes pashage lealiel
1. WHAT IS FEMILOH AND WHAT IS IT USED FOR?
Compaosition and type of Pill

FEMILON is a combined cral contraceptive (Tha combsned P, Each tabisl contaima a small amourt
ol two dilfersnt female hormonea. Thede are Cesogestrel (a progestogen) and ethinylestradial (an
estrogen). Bocauts of the emal amounts of hormones, FEMILON s comsidernd a low-dosa oral
contraceptve. AS all lablats in the pack combing the sama hormones in e tame dose. I 8
considerod 8 monophasic combined aral contraceptive
Why use FEMILON?
FEMILON & usad o prevent prograncy

,,,,, e e s e Ty Y T et e e A e P —
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BEFORE YOU START TO USE FEMILON

¥ihen should you not use FEMILOM
Do nol use FEMILON if you have any ol the conditons listed below. If anything
on this list applios to you, ledl your doclor before slarting to use FEMILOM. Your
doctor may advise you to use a differont type of Pill or an entirely different
(non-harmonall method of birth control

. I you hawve, or hawve had in the past a blood ciol (thromboss) in 8 blood vessel of the leg.
lung (ermbolka | or other crpgans
. il you have or have had in the past p heart aftack or stroks

. If you have or have ever had 8 condtion hat may be A firs! eion of a hesr aftack (such
&2 angana pacions or chest pain) o siroke (such as anslen! ischaemic afack or sr=all

a thromboals, For comparison, it 10 000 women get pregnant, approximatedy 5-20 would ged a (hrombosis
Theso findngs are based on the resufs ol tomo stutes Other stuckes did not ind & highes risk lor Pils
with desogesinl
Blood clots can also occur very rarsly in an arlery (artenal thrombosia ), lor exarmpia in tha blood veasels of
the hean (causing a heart attack) of (he bran (Calsing a stroka)
Extremady rarely blood clots can oczun in the iver, gul, kidnay or aye
Very eccatlonally (hwombots may Cause ssiien permanen| deablities or may even bo latal
Tha risk of venous (hrombos's in users of combned pills increases
WiTh Increasing aps,
il you are overmoighl
il o ol your cloas relaliven has had a bood ciol (thrombosia) in tha lag, lung, of oifwr organ al
a young ageo,
M you musi have an opemban, | your abiity 1o move around s bmided lor long porad ol Uma
of il you have had a porious accidant 11 is mmportant 1 foll your docior in advance thal you ara
using FEMILOM ns the treatment may have 1o bo stopped. Your doctor will tadl you when i star
FEMILON agan, This Is usually aboul two weeks @ler you ang able 1o move around. Ses also
socinn 2.1 “When should you nol use FEMILON®
Il you gave birth lazs than n lew wooks ago
Tha ek of anenal thrombosla in Users ol combined pills Increases
If you amcke. You mre sirongly advised lo slop smoking when you use FEMILON,
gapecially Il you are alder than 35 ysars
il you hanve an increasad It content n your biood (cholesterol or (righycendes)
i you have hgh blood pressure
i you have migrans
il you have a problem with your heail (vake didordoer, a deturbance of the hoarl ttythmi
If you notice possibie signs of a thrombosis, slop 1aking the Pill and comull your doctor Immodiataly
(Sea also “When ehould you contac] your dociar )
2.2.4 Tha Pill and Cancer
The infarmasion given below waa cblaned rom studied ol women who used combined oml hormonal
confraceptves, such as tha combined pil, and Irom an additional ghudy that includad both oral and non-cral
hormonal contrcepive-Users
In ptudes with the comicned pil. breas! cancef has been dagnased sightly more chien in women who use
tha Pl than in women of the sameo age who do nol use the Pl Thia alighl increasa in the numbers of breast
canced Gagncded gracually daappean during the course of the 10 years aflor stopping use of the PEL )i
= nod known whether the oflerenca IS caused t'lr i Pl i mary ba that the women werg esamned more
cfien, &5 that (ha Breasl cancer was Noticed sarfier .
In the add=onal study thal iIncluded both oral and non-oral hormonal contraceptive-users, the ocoumence
of breas! cancer was reponad i Increase Me longer the women used e contraceptive. The difieronce in
o reported risk of breast canced between women who had never used tha contraceptive and those who
had uzed the contraceptve was small 13 addiional cases of breas! cancor per 100,000 women-years
In rare cases berign Iver lumours and even more rarely, malignant bver tumours have been reported in
users of tha PR These lumours may lead 1o ternal blseding Contact your doctor immediately il you have
Lvere AN I your ANSOMmen
Cervical cancor & caused by an infection with the human papioma virus. Il has boen reporaed 10 occur
mom cfen in woman Using the Pill lor & lang time. I s unknown | this finding 1s due 1o the Use of harmonal
ConTacesivel O 10 saual behaviour and other laciors (such as bettor Convical screoning)
2.2.5 Tha Pill and using Other Madicines
Fleass o your Gociof of pharmacs! il you are laking or hav recontly laken any other Miscicnes of
Pl ot ven iheae nol prescribed. Alsd el any other dockor of donbsl who proacribes anciher
medcng (of your pharmacsl) that you use FEMILON
Some medonas may Eiop FEMILON ram working properly. Thesa include medicines used for the
trezment of
epsepay (0.0 premEtons, phaeryicen, Phenobartstal, caramarepine, orcarbareping, Iopiramate,
leDpmate |
bersubonss (8 9. rlamoen)
HIY rlectiona (0.g .. Mongvy nelfmaer, nevvapme, elavirens)
Hepatifis C virus infection (0.3 . boceprevir, telaprovir)
cher riecious Cananes (0.0, preeciubin)
High biood precsuro in the blood vessels of lunga (bosentan),
moods (hertal remady S1 John's worl)

I - Carreslove
revorsibio stroks) L WHOU wre Waikdng medicnes o herbal products thal mgh make FEMILON less effectve, a barmier

I! you have a desturoance of blaod glofing (lor marmpie, proten C defcency)

Il you have major surgary (@.9. an oporaton) and your ablity o Move around

ia Umited for a long period ol Lmae (see section 2.2 3 The Pill and Thrombosis' ).

. Il you have (had) & type ol migraine called ‘migraine with aura

* I you have dabetes melitus with blood vessel carmage

. Il you have a serious rak lactor, o several rish faztors lor developing Tromboas e
may also be a mason wiy you canncl use FEMILON (See also secton 2.2 The PR
and Thrombosis)

. il you have or have had a panceattd (an inflammafion of the pancreas) azsoeased
with high levels ol lafty substances in your blood

L] Il you have jaundce (yeliowing of the shin) or have (fad| severs lver doaase and your
Uver is nol ye! working normally

= W you hawve of have had a cancer that may grow under [he miiusnce of sey homones
(0.0 of Mo broas] or the penital organa)

If you have or have had B Bvor tumour

I! you have any unexplaned vagnal bleodng

I you are pregnani or Bwnk you might be pregnardt

I you are alargic lo any of Ihe ingrockents of FEMILON

It any ol these conditicns appear for the frs! me whke usng the P stop Lakng i af once and
tefl yout doctor. In he meantma, use & non-fonmonal contraceptive. See also ‘General Hates
soction 221

Do not use FEMILON f you have Hopattis G and are laking the comisnason Grug fegemen
Dmibtasvit/ panlapreviel ritonavr, with of wineut dasabor (see bection 225 "The PE and usng
Onher Macdzings”)

2.2 When do you need 10 take special care MILON?
221 General noles LS

In thus leaflot, several s1uatons are described whers you should stop Laking the Pl of
where Ihe relabiny of the PYl may be cecressed In such sduations you shauld not have
sl infofcourse or you should Lake extra non-hormonal CONrACADSVE precautons. 09
Use a condom or anather barmer method. Do nol Lse rhyITm of lemperature memads. These
meTods can be unrelatie because the Pd afers the Usual changes in lemperature and
eorvical mucus thal occur duning tha menstrual cycio

FEMILON, |ike all caniraceplive Plils, does nol protect againsl HIV Infection (AIDS) of
any other sexually transmilied disease.

FEMILON has boen prescribed lor you porsonally. Do not sham il wiin oihers

222 Whal do you need 1o know belore using FEMILON

I the comtmned Pl s used in the prosence

of any of the conaitons lsied below you may need
o ke ket uncar cloca o [ = i g e Lo L

you have duabetos

yOu @rp cvorwaight

you have high blood pressure;

you have a hoar! valve decrdor o A certun heart rirythm dsorder

you have an infammaton of your veins (superfical phiebds )

you have yarcSso veins, :

anyona in your immedate lamily has had a feombosis. @ hedsrt Attack O & stroke

you sufler [rom migrasne

you eutler lrom eplepsy.

you of someone in your immedals famdy have or hawe had high cholegierl of

irighycandes (lats in the biood).

Anyone M your immoediate lamily has had brossl cancer

yord have ot of gaibladdar thasass.

you have Crohn s desase of ulceralive colls [chronc inflammatory bows| Csoase),

you hove systemes upus orylhematosus |SLE, a chronc conneclive lEsue csease

aflecting the skin all over the body).

+«  you have haemohytic urnemc syndrome (HUS, & deomder of biood cloting causing
ladure ¢l the kidneys),

* you have scele coll dssase (o rare blood desase),

. you harve an oparmlon or i your ability 19 move around i imitod for a long penod of fime
(se0 ptcton 223 The Pll and Thrombesis')

. il you have recen®y given birth you are ol an increased nek of bicod clots. You should ask

your doctor how koon alted delvery you can starf using FEMILON (soo sactian 2.2 3 'The

LR R T T R

Pl and Thomboss | A penad paing may become kss severs of may completely

=  yoi have a condton that oocummed lof tho Lrel bme or got worse dufing pregnancy of
provious une of ser hormones (e g hearing loss, & desase cafled porphyria, @ sk
dasate called herpaed geslatons, b dseaso calied Sydenham s chorea) |

. you have of hawve had chisasma (yolowish bown pomontabon patches o0 tho sn,
pertcularly of the lace)| il 8o, avosd 190 much exposure 1o the sun or witrivicel lght

It aryy of Ire above condiions eppmar lor he el Bime, come back of ot worse while using the P,
You ahould Comac] your OoCion
223 The Pill and Thrombosis
A Irormboss i he lormation of & bicod cot which may biock a blood vessel
A Tromboss tometmed oocurs in e desp veing of The logs (deep venous (hrombosa) Il ths
blood ol breaks way hom The vens wiwee it is lormed, i1 may roach and biock, the Brteries of the
hings. cauming & so-caled ‘pummnany erbolem’ Deep venous Ivomtoss i a rare occurrence ff
£an derveicop whethar of N0l yOU are Laking te P8 The riek i higher in Pil-users than in non-users
T":cdﬂmnm;lwrxqwhfwmmlmwarl!lwmmrluwlmmm
vory s hagher if you restan usng he P [he samae
mufhuhmﬂlnﬂjwmn e kel
inﬂuﬁuhuhﬂlﬂmqlnme
mmn!m:wmhmhmmmmwumhm
Fegher [han lor women usng Pils wih levororgestrel The abschte numters jemain very small
llﬂMwmaNmthm}mmﬂwaw
-mmwmnﬂmmdlwimwmﬂ;:hdwmnﬂ
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Comracestve Mmehod should alno be used. Since the oflect of another medi=ine on FEMILON may last up
{5 . | oxys alur E=mmEng he mecicne, il = necessary 0 use the adctional barrer contraceptve method
for st long

FEMEDON may Ao imeriere wilh how other Mmadicings work Causing adher an increase in effect (instance g,
ccissmorn| or A Cecreaza n efaci (e g lamotrigine)

Do not use FEMILON I you have Hepasitis C and arp lking the combination drug fegimen

ombEmyse] DETEISTEYE MDnavE. with oF withoul dasabuvie 83 tha may causs ncreased i lver unction

Hiood el resuss (ncrease 0 ALT bver eroyme) FEMILOMN can b restantsd approximately 2 woeks alter

eompletion of et with (he CoOmMERaton g Megmen. (Seo sechon 2.1 “When shoulkd you nol use

FEMILONT)

Latraiory sl

W you are having any bicod o wrinary tesl tell your heatth care profexsional thal you ame Using FEMILON
TN eI Fe (il of some lests

226 The Pill and Pregnancy

FEMILDN must nol be used by women who a0 pregnant, of who (hink they may be pregnant. Il you

suspect hal you Are preprant whis you ane sirsady Lang FEMILON, you should led your docior as soon

B3 pommlhe

227 The Fill and Breasi-{eeding

FEMLOMN s nol usialy recommended lor uze during broasi-lpeding M you widh 10 take he PO
whils Dreas! feedng pissts ass your cocior

2.2.8 The Pill and Driving and Using machines

There & no otnerved eflects

2.2.9 Imgoriant information aboul some of the ingredients ol FEMILON

¥ you have boen iokd by pour doctsr INa! you Mavs a0 intolerancs 10 BOME BUGQANS, contacl your doctor
batore staring wen FEMILON

23 When should you contact your doclor?

Aegular check-ups _l

When rou are ueng the P3, your doctor wil tell you 0 refurn lor regulss chechups. You shoul)

utually have & Chech UD Erory poal

Contact your 4oC10f 83 80on as posslbie I

. youl nCliice ey Changes o pous own Healih, capecialy imatvang any of the lema mentoned in
rus ol (soe also woction 7 | Whon should pou nof Lse FEMILON and secton 2.2 2 ' Wharl
@0 you reed 1o krow betone Laing FEMILON . 0o not longel aboul changes in he neafth of your
mmeciate (armady |

¢ yu besd 0 bmp In your breast

Y saperenie symptoms of angoedema such &l swoler lace. ongue and o hical and o
ey swalionng of heves Wi Uty

ol B oSG 10 Une oifer AR G0N 22 4 'The P 500 Omer Wadeina D

your Aty 10 move aound e keeted for & long penod of Bme of you a'e 0 have Buipery (el

Fodr doctor ol easl lowr weokd I pOVANCE |

Yo e unusual mu’ﬂtﬂ-ﬂm

Yo borpat Laliets in he frpl weohk of the pack ard had wlercour s 1) INe seven days belore

you have sereerd (affhoed,

YO Mg il e [wfce Wi B FOw OF Buspact ol /0 [regrant (00 Rof glart he e pack wl

your cocior lads yoal)

Siop laking lablels and see your docior lmmedialely Il you nolice possible sipns of

Ihrombosis

an unusual cough

parvore pain in he chest which may roach the lell aim,

Liealhicssiess

wml.mn.wwwunmrm allack

partial or compiate loss of vision, or double vision

thﬁrl.pﬁldl disabiily,

suddon changes 10 your hearing, sense of smell, or laste,

diermerss of faintimg.

winaknoss of NUMBOESS IN &y part of youl body o

sarvere Ppaln in your abdomen

severe pain of sweling In eilher of your legs

For more inlormation, sas secton 2 2.3 n ha leafet

24 Mare aboul hormanal contracepllves

The combined Fill may also have non-contiaceptive haaltl Leneliis

¢ Your period may be hghler And whorter As @ rosull, the riak of anasimia may be owed Your

—_

- ® a @

& 4 & B & & & B o®m B B

*  Inaddibon, some sericus daordery have boen reported 10 occwr (698 requently in Lsers of Pills
contaning 50 g ol einylesiraciol (hgh-dose Pils| These are benign Lreas! teease, ovarlan
Cysts, pehac infections (pehvic inflammatory disease of PID), ectopc pregnancy (pregnancy
N which [he embryo implants cutsce of Ihe uierus) and cancer of Ihe endometruim (kning

niuumu-.:mlwwum This may also bo the case lor kew-gose Pils but Ihis has nol beei

3.  HOW DO YOU USE FEMILON?

A1 ‘When and how lo lake the lablels

The FEMILON pack contains 21 tatiets. On the pack, each tablel |s marked with the day ol the weex on
which il is 10 be taken. Take your lablet al about the same ime each day, wilth some kquid Il necessary
Foliow 1he drection of the amows untd ol 21 lablets have been laken During the next 7 days you

You may also star! on doya 2-5 of your cycle, but If you do, maks sure you aiso Use an
acditional corfraceptive method (barried methad) ke the frsl 7 days of 1abisd taking in the
firs! cynin

. Whén changmg fom another combimed homonal! contracectve [combsned  oraf
coniracepive pdl (COC), vaginal ring, or irarsdermal paich)
You can sian lakng FEMILON the day ater you (ake the st tablet from your present
Pull pack (Mis meana no Labkot-free broak) I pour present Pl pack also containg inacive
labdats you can gtarl FEMILOM on the day after lakung (s las! active bkt (# you are nol
sura which [his b, ask your docior of pharmacst] You can also slar Waler, buf nerver ater
ihan the day foldwing the labiel-fres break of your present PR (or Me cay after the last
inactrve fabled of your presed PIET). In cane you use & vagina fing or yarsderal pach, d
el 19 glart Using FEMILOMN on e diy you removs (he fng or passh. You can alss starf
il 1he Latagl, on INe iy you would hrve stvied useng he nerd Ang oF patch

I you harve used tha Pl patch or ANg conmtently el comecty and i you are sure that you
i Aol pregnant, you can Bl $100 laking he PE o remowe [hae fing &F palch on By day
and siarf using FEMILON immadately

Il you foficw Mese instructions, | is not necomeary 15 use an addional confracectve
rrnihacd

*  When changeng rom a progestogen-only pil (ming
You can etop laking the merups amy day and star leiing FEMILON me red day, o the same
trme Dut if you are having rdorcourse, Maks sure pou 240 Ute &0 ENernl COTPracepive
mathod [ barrier methord | for the Brat 7 days that you are Wabing FEMILON

- When changng from & propestopen-Ordy idcistis. «Tplard or 8 Dropesiogen relazsey
intrautering devce (IUD)
Stan veng FEMILON whan your el ingecson i dut or on e day thal pour implant o
IUD is removed But f you are having inlercourss, mako ure pou Also use Bn acivorsl
contraceptive method |8 barier mefhod ) lor the el 7 days Tum you &e Laking FEMILON

' After having & baby
i you have just had & baby, your docior may el you 10 wad unll afer your fien] oMl
paviod balode you stan Wking FEMILOM Somatimes il is possitls o star! sooner Your
docior will advise you. If you are bressideading and ward o take FEMLON, you should
Ll |0 your docior firs!

*  Afer a miscarmiage or an ahorson
Your doctor will advise you

3.3 |1 too marny FEMILOM lablets are laken (overdoss)

Tharo hava baen no reparts of sencus harmiul offects rom Laking loa many FEMILOH tatiets of ore e F
you have Laken tevoral (ableds af a tima. you may haw nausea, vormifng of vagnal blesding ¥ you Secower
Ihal & chikd has taken FEMILDN, ask your doctor for advice

34 Whaltodo il |
= you lorgel lablels [
. Hrnumhlnhmi:humm-ammlum_mmun-.rdﬂm-uw-mﬁ-hl

tablet a4 soon as you remember and laks the nerl labiets o Me usual oo |
. I you are more than 12 hours lale i takong ey tablsd, the rellasdity of e P mury D Aad=ed

The more conuecutve lablets you have mased. The hgher Me risk T (he contracagiive afcacy
docreased Thers s a particularty high risk of becomng pregrant | you misa takiets o e-tqwmg"

o ol e end of the pack. Thereiore you thould iolow T Nuies given balow (sea 355 %
Eapicow )
Mare [han one lablet lorgotten In a pack
Ask your doctor for advce

1 tablet missed In wook 1 !

Tabo the rroassd tatdsl a3 mumrw|mdmmmuqm*ﬂ-dhmm'wu-f
e Nl Labiels &l tho viual tme Ute evira contracepive [rocie o | Damesr mudhac) for T nos? 7 cays |
Il you had sevual mierciurse in e weeh Delors meseng the tahists, s possbie Tl you could Se
pregnart 50 toll your doctor mmrmaciasely

1 tablel missed In week 2

Tako the mizsed Lablel as 600N A8 you MEMOmbed |even if Mg mexns along two bkes & e s bme)

- and laka the naxi tablets ai e usual flme

e redassiity of 1he P @ mantaned. You need not use extra CONIrACEESVe Drecutons.

1 lablet missed In week 3

You may chaoss ihar of the lodowng opfions, wehoul the need lor sira conmacepsve precs Sees

I Tako the missed lablel as 0000 a3 yOu femamber (even if Ma Means kg Meo e 2 S e
tma) and lake the nex tablets al the usual tme. Start the nex! pecs. 3 so=n a3 ™ curmend G 8|
finished &0 thal no gap |a lefl between packs. You may nol have & winsraeal beesd Wl the ond
EWﬂpﬁ:ﬁbuimmmhmmrqﬂWMaHWMM1

2 Slop lung lablets lrom your cumrent pack. harve & tablet e break of 7 days o lese (Inchuding,

ihe day you missed your tablel] and then stan Me nexd cech Il you do S you
Shwarys st your nexd pach on The same day of The wees 28 you sEusly do

. I you have lorgotien Latdets in & pachk and you d0 ot have your penod i he Srsl aommal lakbes
break. you may ba pregnant Toll your doctor before you 52071 with M nesd pack,

more than 1 tabtist |

Saerious reactions sean with the P, as well as the related symptoms, are cescribed in the
goctions 223 and 2.2 4 The PA and Thrembosa/Tho Pill and Cancor

Comman (sccurmng in more han ono per 100 users)
L depressad mood, mood ﬂlllw

e

fauseg, abdominal pam

brexst pan breast lenderness

inCTease i Bocy wesgnl

Uncommeon (ocoeming n more than ore por 1000 users but nol moras than are
par 100 Lasrs)

. fuad reterTbon

de—eased sarnual drve

gy ars

VOITEENG, CRArTCe

rash, Prves

Draas! enlarge et
pcourming in ees han one per 1000 users)

FyomrTareale®™y Ty

Sined cicd n v

Hhood cicd n ar Ay

wvormameec] e ial GOt

coriac] e FESiarAnCy

eryThema nodosum erythemd muicrme Mhene are sidn concitions |

Erezsl peoelon, vapral LBCHEion

decrapsy 5 hody wesgit
If you notice ary sde effscts not memioned n Mes leafel, plasss ndorm your docior of
pharmacat

5. HOW TO STORE FEMNLOMN
Co nt uae FEMILON 2o e @pary S0 EXEN] of T DECFI00

Siore your [mblets beiow J0°C in the criginal package. Do not freere. Siore protected from
light amd msesiure,

-

L nt sne T Dot F oo netioe O SN, ChADus ChETOE o Ty e, crambing of Te talael
o ary e vRDe BT Of OeEnTTmEon

Keep FEMILOM cut of seght and resch of children,

6. FUARTHER INFORMATION
5.1 ‘What FEMILON contams
= The scoes subegnoes g
shrpeaes §20 Ty and Sesoomew (0150 myg)
- The cifer NoGert X
Sy Ry FTyoTS. e OPCTET s, DOEED BTt powitiony Seane 00
o S T —
G2 Whal FEMILOM ‘ocky ke ard comtent of the pack
FEME N —res # | o § oo o I e pacamd n 4 Dy o
Tre ‘abets are Scomen. = o £ = ¢ Ar-aer Ea 2o @ mavaed TR ebowe & on ore 30
and Crpmmon” on ™ ewere we
63 Shell Lite
3 morts
64 Laat revimion of this pacaace waflel
Thes et & cpoind on Ssmed on S-COPP ARKEDTEA-MCLT1-TB- 112018

IF YOU HAVE ANY FURTHER CUESTIONS FOR FEMILOM, PLEASE CONSULT YOUR DOCTOR
CR PHARMACIST.
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forgotten in a cycle -|Hl.'m.|llhﬂnrf ]i

[%I |
| I T ———

Sl EEE precktons B T days and
Sompiete he pack {

oaly | tablet |

forgolen (maore week 3 b gt —
1han 12 hours late) gty b pask

Laks B romaed Ll

.| <ampiels he pack

D th Laleet bee Drpas,
y wadk ) = oA b il TR Dl paca

(L]
(=]

=lop the Curmenl paci

have i Lalsol-*we bivak (ol more than
B Qayw ok dng me e Lalieh )
WonERy S W T Pl Pall
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— you sufter from pasiro-infestinal disfurbances (e.g. vomiting, severe divThoed)

< ORGANON

laka no tablet during these T days bl R L wanl 1o slop taking FEMILON 1

01 day znu&ﬁﬂf&ﬁﬁﬁﬂm Start Mr ﬁ;ﬂ?’i R (g | Yo can o taking FEMILON a ay e you want I you oot wan o become hal; Jdl Eociesig iy
cominuos. Mmmmﬂd_’.ﬂﬂmnmhﬁﬂn- , W’ ! htﬁw&'?mm methads of barth control T ST e Ty o oy Ty 197 1~ AT AR B,
haro your withdfawal bieed 0n about Ihe same days. eachmonih. | g giop Laking FEMILON bocause you wail 1o gef pregnant. you should wad untd you have had a nasnal

| period bolora Irying o concernve. This helps you 1 work oul when (he baby wil bo dua

‘4, POSSIBLE SIDE EFFECTS
Like all medicines, FEMILON can have sida ellocts. alihough nol everybody gets them.

* Tell your doctor i you notice any unwanted offect, ospocially il severs of perustant, of i hero 1§ A change
| In your health thal you thenk might be caused by the Fil




