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For the usa only ol Registered Medical Practitioner or a Hospital or a Laboratory

DESOGESTREL AND
ETHINYLESTRADIOL

TABLETS IP

Novelon

« Known predspostion lor venous of arenal (hvomboss, such as Acivaled Prolen
C (APC) re T deficency, protein C defidency, proten S deficency
hyperhomocysieinaema, and antiphospholindd antbodes

«  Hslory ol mgraine with local neurological symploms (see sachon Yamings

. Diabetes melitus with vascusar involvement

«  The presence ol a severe or multiple risk laclor(s) lor venous or arteral lhromboss may also
consitute a contraindication (see section Wamings

«  Major surgery with prolonged immobiisaton (see section Yamings)

. Pancreatits or a hslory thereol il assocated with severe hypertnghycendaamia
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. OWN Of Suspecied pregnancy

. Hypersansitivity 1o any ol the active substances ol NOVELON o 1o any ol the excipients

NOVELON s contrandicated lor use with the Hepatts C virus combsnation drug regmen

Dmbitas

vir' paritaprevie’ ionavir with or without dasabuvir (see section “Special wamings and precautions

COMPOSITION

E oy [ * < [ }
DOSAGE FORMS
Tablets for oral usa
Tablets are round, bcorvex and 6 mm in dametet. They are coded on one side TR above 5 and
on the reverse side Organon®

INDICATIONS

For use as Oral Contracepive

POSOLOGY AND METHOD OF ADMINISTRATION

How lo take NOVELON
Tablets mus! be laken m the order directed on the package gvery day al about [he same
bme with some bqud as needed One lablel is 1o ba taken daly for 21 consecutive days
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a withdrawal bleed Usually occurs. This usually starts 2-3 days aller [he kast [aDed and mdy

have frshed belore the next pack s staried

How lo slart taking NOVELON
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ablettaking has fo starl on day 1 of the woman's natural cycle (le. the firs! day ol hef
- Y !

menstrual bleeding). Starting on days 2.5 is allowed, bul during the first cycle a bamier method

i recommendad in addition lor Ihe firs 7 days ol labled-laking

Changng fom a combined hormonal contraceptive (combined oral contracepiive (COC)
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lasf tablet containing the active substances) of her previous COC, but al the lates! on the day

odgwng the usual tablet-frea interval or following the last placebo tablet of her previous

Throughout this sect (
hor oral and non-oral contraceptives. The lerm combined oral contr
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Each subsequent pack 's started after a 7-day lablettree interval during whch Ime _
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Speclal warnings and precautions for use

Wamings

Il ‘any of the conditions X laciors mentioned balow is present, the benefits of combined hormonal
Contraceptive (CHC) use should be weighed against the possible risks lor each individual woman and
discussed with the woman before she decides 10 start using IL In the event ol aggravation, exacerbation
O¢ firs! appaarance of any of these conditions of risk lactors, the woman should contact her physician, The

Piysician should then dacida on whethar CHC use should be discontinued

action the general lerm combined hormonal contraceptive (CHC) s used when dala exist

aceptive (COC) Is used when dala exis!
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. Ciculatory Disorders

. Epidemiciogcal stugkes have shown an association between the use ol CHCs and an
increased nsk of arlenal and venous thrombotic and [hromboembolic diseases such as
myocardal infarction, stroke, deep venous thrombasis, and pulmonary embolism. These
evenis occur rarely

*  The use ol CHCs s associaled with an increased risk of venous thromboembolsm (VTE)
marlesting as deep venous thrombasis andor pulmonary emboksm. The risk is highes! duning
ihe lirsl year a woman ever uses a CHC. The risk s also increased after intially starting a CHC
or reslarting the same or different CHC after a break in usa ol 4 weeks or more

*  Some epidemiological studies have suggested thal women using low-dose COCs with third
generalion progestogens, including desogestrel, have an increased risk ol VTE compared
wilh those using low-dose COCs with the progestogen levonorgestrel These studies indicate
an approximale 2-lold increase in risk, which would comespond 1o an additional 1-2 cases
ol VTE per 10 000 women years of use. However, data from other studies have not shown
this 2-lold increase in risk.

*  Overall the incidence of VTE in users ol low estrogen dose (< 0.05 mg ethinylestradiol)

CHCs ranges from about 3 lo 12 cases per 10 000 women years compared lo 1 10 § cases
per 10 D00 women years in non-CHC Users. The incidence of VTE occurring during CHE Uta ks

| and Undesirabla elfecls
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recent COC users) was smal 13 per 100,000 women- years Possibly related undesirable eflects that have been reported in clinical tnals of chsenvational
«  Epdemiolog sdes do nol provida evidence | ton. The observed patlem of SIUGES W th NOVELON or CHC users In general are listad in the lable below

ncreased risk may | ' rdiag ol breast nCOC1 the bological — — - e

sllocts ol CO 2 bl Common (2 1100) Uncommon Rare

Syslem Organ (2 111000 and <1/100) (< 1/1000)
- f | . | 1 i | ramsy. | rant by Ty ' | o CfﬂSS
r ; | COCs. In Isolated cases, thesa tumours have led 1o Ke-threatening
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dagnosis when severe upper abdominal pain, liver enlargement or signs of intra-abdominal | MY
haemorrhage occur in women taking COCs

Metabotem and

MUt des

3 Hanatsis C Noers

+  During chnical Inals with the HCV combination drug regrmen ombidasvir / pantaprevie’ nicnavir
with and without dasabuvir, ALT elevabons greater than 5 times the upper kmi of nommal (ULN)
were significantly more Irequent in women u=ing ethamylestradiol-Containing medications such
as CHCs. NOVELON mus| be dscontinued prior 1o starting therapy with the combanalion
drug regmen ombitasvi’ paritaprevit’ ritonavir with of withoul dasabuvir (see secton
Contrandications and 'Interactions with medicinal products and other lorms ol Inferactions
NOVELON can ba restaniad approximately 2 weeks loliowing completion ol treatmeni with the

Psychatric dsorders Depressed mood

moad allered

Litedo InCroase

Nervous sysiem
gdsorgers

Headache

Eye dsorders Contact lens

niplerance

combnalion drug regimen Vascular disorders venous
thromboembolism
4. Other conditions
Artenal

«  Women with hypertriglyceridaemia, or a lamiy history thereol, may be al an increased rick ol
pancreatitis when using COCs

thromboembatsm

Gastrontestinal MNausea, abdominal Vomiting, darrhoea

«  Although small increases in blood pressura have been reported in many women laking COCs, |disorders pain
chnically relevanl increases are rare. A relationship between COC use and clinical iypertension |y i o4 Rash, urticana Erythema nodosum
has nol been establshed. However, il a suslained chnically significant hypertension evelops (g i 1aneous lissue erythema muitiforme
during the use of a COC then It is prudent for the physician lo withdraw the COC and treal | e riare
the hypertension. Where considered appropriate, COC use may be resumed Il normotensive .
values can be Reproductive Breast pain Breast enlargement  Vaginal dscharge

achieved with anthypertensive thera
i L ekl system andbreas!  breast lendermess

disorders

breasi discharge
«  The loliowing conditions have been reported lo occur or deleriorate with both pregnancy and

COC use. bul the evidence of an association with COC usa s inconclustve: jaundice and ol

pruritus relaled fo cholestasis; galisione formabion; porphyna, systemic lupus erythemalosus,

haemolytic uraemic syndrome; Sydenham's chorea; herpes gestabons, olosclerosss-relaled
- heanng loss, (hereditary) angioedema

~
«  Acute or chronic disturbances ol liver lunction may necessitale the discontinuation of COG

LAl

nomal. Recurrence of cholestalic jaundice

Investigations Weight increased Weight decreased
he mosl appropriate MedDRA tem 10 describe a certain adversa reaction is ksin
Pprog Chon 15 ksie

Synomyms or related conditions are nol ksted, bul should be taken inlo account as wed

2 Incidence in observational cohort studies of 2 1110000 to < 1/1000 women-years

A number ol undesrable effects have been reported in women using combined oral
contraceplives, which are dsscussed inmore detal in Section Special Warnings and Precautons
lor Usa Thesa include: venous thromboembalic disorders, artenal thromboembobc disorders
hypertension; hormone-dependent lumours (e.q. bver lumours, breast cancer], chioasma

Overdose

use untl markers ol fver funcion retum 1o
which occurred first during pregnancy or previous us@ ol sex Slercsds necessilales the
disconlinuation of COCs

. Although COCs may have an effect on peripheral insulin resisiance and glucosa lolerance
ihere s no evidence for a need lo aller the therapeutic regmen in diabebcs using
low-dosa COCs (contain ng < 005 mqg aih r‘j'-f“;'.'fIEﬂl':ll However, diabatic women should ba
carefully pbserved while laking COCs

«  Crohn's disease and ulcerative coliis have been associaled with COC use

There have been no reports ol senous deletencus effects from overdose. Symptoms thal may
occur in this case are: nausea, vomifing and, in young girls, sighl vaginal bleeding. There are
no anfidotes and further reatmenl should be sympiomatic.
PHARMACOLOGICAL PROPERTIES
. Chloasma may occasionally occur, especially inwomen with a i siory ol chicasma grandarim ; .

pasma may occ aly oecur, espe vy X Pharmacodynamic properties

Women with a tendency 10 chioasma should avoid exposure 1o the sun or Ufravicke{ racalon
[ C TCtssfamomGo?
whilst taking COCs. A ONTA ADD

COC. In case a vagnal nng or transdermal patch has been used, the woman should star
using NOVELON preferably on the day of removal, bul al the lalest when the next application
would have baen due

Il the woman has been using her previous method conststently and correctly and i it Is
reasonably certan thal she is nol pregnanl she may also switch from hes previous combined
hormonal contraceptve on amy day of the cyce

[

Tha contraceptve ellect ol COCs 15 based on the interaction ol vanous factors, (he mast
mportani ol which are seen as the inhibition of evulabon and the changes in the cervical
sacrption As well as protection against pregnancy, COCs have several positive properties
which, next lo the negative properties (see Y¥amings, Undesirabs elfects), can be useful in
gdeciding on the method of birth control. The cycle is more regular and the menstruaton is
often less panful and bleeding is Bghter. The latter may result in a decrease in the occurrence
of ron deficiency, Apart from this, with the higher-dased COCs (50 pg ethnylestradiol), there
s evidence ol a raduced risk of fbrocystic tumours of the breasts, ovanan cysls, pehnc
nfammatory disease, eclopic pregnancy and endometrial and ovarian cancer, VWhether this
also apples 1o lower-dosed COCs remains ta be confirmed.

less than the incidence associaled with pregnancy (Le. 5 lo 20 cases per 10 000 women years) .

- cl ' enits with rare hereditary problems of
VTE Is fatal in 1:2% of cases NOVELON contains < 80 mg laclose per lablet Patents w ry

galactose iniplerance, the Lapp lactase deficency or glucose-galaciose malabsorpbon who

. The figure below shows the risk of develop ng a VTE lfor women who are nol pregnant and are on lactose-lree diel should fake this amount nfo considerabion
do nol use CHCs, for women who use CHCs, lor pregnant women, and for women In (he

postpartum peniod. To put risk o developing a VTE inlo perspective: Il 10,000 women who

are nol pregnanl and do nol use CHCs are lollowed lor one year, between 1 and 5 of these

The hormone-free inferval of the previous method should never be exiended beyond its women will develop VTE.

recommended length - Likelihood ol Developing a VTE

ng fom a progesiogen-ony-method ivection, implant) or kom —

aasing infraufenne system (1US)

When counseliing the choice of contraceptive method(s), all the above information should be faken inio
accounl

Medical Examination Consultation

Prior 1o the Initalion or renstitulion of NOVELON a compilete medical history (inciuding family hesiony
should be taken and pregnancy mus! be niled cul. Blood pressure should be measured and d Cinically
indcaled a physical examination should be perlormed, guided by the conira-indications (See Section
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& . - i Ao e L e Pharmacokinelic properties
The woman may swilch any day from the minipdl (Irom an implant or the [US on the day ol ils | Nen-CHC® User, Ranges from Contraindications) and warmings (secbon Special Warmings and precautions lof Use). The woman should Desogesirel §
removal, from an ijectable when the next injection would be duel.but should in all ol these Non-Pregnant 1to% also be instruciad 1o |:.'-_rr_-'|_|ZII' read the user leaflel and 1o adhere Io the advica gven. 1ne "-?-':'..'.':,' and %

e ABSORPTION

cases be advised |0 adaonally use a bamer method for the first 7 days of tablet-taking. ralure of further periodic checks should be based on establshed practice guideines and be adapled Io

Following firs!-tnmester aborton the indnidual woman Orally admnssterad desogestrel s rapadly and comprelely absorbed and converted 10 elonogesined
. ' [ har Peak serum concentrations are reached al about 1.5 hours. Bicavalablily 5 62 - Bl %
. | Rangei trom Women should be advised that oral contraceptives do not protect agamst HIV infections (AIDS) and other Peak serum concentrations are reached al ab > Y
The woman may starl immediately. When dong 50, she need nol lake additonal contraceptive CHC-Uer . 5513 e o e P o ST
MEASLTeS sexually ransmissble diseases ISTRIEUTIO

Etonogestral s bound 10 serum alburmin and 10 sex hormone binding globulin (SHEG). Onlly 2- 4%
of the total serum drug concentrations are present as [ree sierod, 40 - /0 % are specificaly
bound o SHEG. The ethimylestradiol-induced increase in SHBG influences the distrbution over
the serum protens, causing 2n Increase of the SHEG-bound fraction and a decrease of the
abumin-bound fraction. The apparent volume of distnbution of desogestrel 5 151kg

METABOLUSM

Reduced efficacy

The elficacy ol NOVELON may be reduced in the evenl of a.g., missed lablets (Section Management
ol missed lablets), gastro-intestinal disturbances (Section Advice on gasiro-intestinal disturbances) or
concomitant medications thal decrease the plasma concentration ol efonogestrel, (he achive metabolte
ol desogestrel (Section Interactions)

Reduced cycle conlrol

Following celvery or second-Inmester abortion

For breastieading women see Saction Pregnancy and Lactabon

¥¥omen should be advised Io starl al day 21 1o 28 after delvery or second-trimester abortion
When starting later, Ihe woman should be adwvised lo addtionally use a bamer method for the

frs| 7 days of (ablel-laking. However, il inlercourse has already occurmed, pregnancy should be
exciuded belore tha actual star ol COC use or the woman has 1o wai for her first menstrual period

Pregrandy®* .
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Fouipartum Range lrom

(12 weeks only) 40 to 65 With all COCs, irreqular bleeding (spotting or breakthrough bleeding) may occur, especally durng Etonogestrel s complately metabolized by the known pathways ol sterodd metabolism. The
Thﬁ ; ' i ) W tart . - X Eg ; g S‘F.:IL g .IIM ﬁg ] ~ ! 2 - e Lo ] o g —4m P com e e |y e ] ety
1t mz;.lsedmnu ‘:J'TEdu ng the pastpartum period should be consdered when restaiting ihe first months of Use. Therefore, the evaluation of any imaguiar bleeding is only meaningful after an Met2bofic dearance rate from serum is 2bout 2 mimn'kg. No interaction was lound with the
NOVELON [see sections Specal wamings and precautions for Lse) v e 4 : E : co-admnmsiered ethnylestradiol
: ; (1] 10 20 0 a0 0 £ 0 adaptabon interval of aboul three cycles
Managemenl ol missed lablels ELIMINATION

If bieeding irmegulanties persist or pccur alter previously regular cycles, then non-hormaonal causes should
be considered and adequale diagnestic measures are indicated o exclude malignancy or pregnancy
Thesa may include curetiage

Il the user is less than 12 hours late in laking any tablet, conlraceplive protection is not Number of Women with 2 Bload Clot out of 10,000 Waoman-Years (W)
reduced. The woman should laka the tablel as soon as she remembers and should lake further

1ablets al the usual ime

Il ehe is more Lhan 12 hours late in laking any lablel, coniraceplive protection may be reduced
The management of missed lablets can be guided by e loflowing two basic rules

Elonogestrel serum levels decrease m two phases. The temmenal dispostion phase is
characterzed by 3 halt-Wa of approomately 30 hours. Desogestrel and s matabolites are
excreted af a unnary 1o biliary ratio of about 64

STEADY-STATE CONDITIONS

Etcnogestral pharmacokinetics are influenced by SHBG levels, which are increased threefold

* CHC=combned hormonal conlracepbon
**Pregnancy dala based on actual duration of pregnancy in the reference studies. Based on a model
assumpbion that pregnancy duration is niné months, the rale is 7 1o 27 per 10,000 WY

In some women withdrawal bleeding may not occur dunng the lablet-free interval. If the COC has been
laken according lo the directions described in Section Posology and method of adminssiration, if s unkkely
thal lhe woman is pregnanl. However, il the COC has nol been laken according o these drections pnor

1. lablet-taking must pever be discontinued lor longer than 7 days «  Extremely rarely, Inrombosis has been reportad 1o occur in other blood vessels, e.g., hepalic, to the first missed withdrawal bleed or if two withdrawal bleeds are missed, pregnancy must be nued out by ethnylestraciol. Followsng cially mgestion, drug serum levels ncrease about two- 1o threefold,
2 7 days ol uninterrupted lablet-taking are required 1o atiain adequate suppression of mesenteric, renal, cerebral or retinal veins and arenes, in CHC users. belore COC use is continued. reaching steady stata conditions dunng the sacand hall of the treatment cycle
the hypothalamic-pdutary-ovanan-axis +  Sumptoms ol venous or arteral thrombaticthromboembalk i< or ol o i i i ;
ymploms of venous or arleral thrombobc Thromboembabc events or of a cerebrovascular Interaclion with other medicinal products and other forms of interaction Ethinylestradiol
Accordngly the lolowing advice can be given in dally practice: accdent can include: uniateral leg pain and’ or swelling; sudden severe pain in the chesl Interactions ABSORPTION
| S ear whether or nol it radaates (o the lett arm; sudden breathlessness, sudden onsel of coughing s

Orally acmnstered ethmylestradiol s rapaly and complelely absorbed. Peak serum
concentrabons are reached withan 1-2 hours. Absaolute bioavadabiity as a result of presystemic
comugabon and first-pass matabolsm s appronmately 60%

DISTRIBUTION

any unusual, severe, prolonged headache; sudden partial or complete loss of wision; diplopa,
slured speech or aphasia, vertigo; collapse with or without focal seczure; weakness of very
marked numbness suddenly allecting one side or one part ol the body; molor disturbances,
acule abdomen

Nole: The prescnbing information of concomdani medications should be consulted o identify potantial
inlerachons e

The user should lake the last mssed lablat as soon as she remembers, even if lhis means
laking Iwo lablels al tha same tme. She then continues 1o take [ablets at her usual ime
In acdition, a bamer method such as a condom should be usad lor the next 7 days. Il
inlercoursa loox place in the preceding 7 days, the possbility of a pregnancy shouid be

interactions between oral contraceptives and other medicinal products may lead to bre ainrougn bieading
and'or oral contraceptive [allure. The lollowing interactions have been reported in the literature

r i Lok " " e reet e [ahl - ! [ L =t + 3 g * o
';'?me t“i Eﬁ:i" m*af;"" mus;ed and the closer they are 1o the regular lablelfree The ”ﬁ;;:;‘;”:q‘immmm ISm Increases with Hepatc metabolksm: Inleractions can occur with medicinal or herbal products thal induce mcrosomal Sieyesiraciol s highly but non-speciically bound 1o serum abumin (approamatedy 98.5%)
inlenval, Ihe hugher the risk of a pregnancy ) ; rymes, specifically cylochrome ZYTIE which . ~ramead rloamnee 200 INCUCES an ncrease in the serum concenirations of SHBG. An apparent volume ol
% Week 2 a positive lamily hislory (Le. venous thromboembolism ever in a sibling or parent al reer;yme;. .‘,,t“r 'd”}, ﬂf‘:.ﬁmm'| F45ﬂh r.n.lmrs (VP .ﬁ o .rﬁu - 2 |r:_reu,,.;s;1 e disintubon of about 3 Vxg was cetermined.

Veex a relatively early age) Il a hereditary predisposition is suspected, the woman should be "o - 'd P-sma concenirabons of sex hormanes and mdy decrease Ihe effectveness ol combined

The user should lake the las! mssed lablel as soon as she remembers, even il this means
laking two tablets a! the same lime. She then continues |0 take lablets at her usual ime

Provided that the woman has laken her tablets comectly in the 7 days preceding the first
missed lablel, there s no need lo Use extra contraceptive precautions. However, il this
15 not the case, or il she missed more than 1 lablel, the woman should be advised 1o usa
exira precautons lor 7 days.

+  Week3d

Tha nisk ol reduced refiabdity is imminen! because ol the lorthcoming labiet-free interval

METABOLISM

Elnylesiradicl 5 subrect lo presystemsc comugaton n both small bowel mucosa and the
bver Ethmjestraciol s prmanly metabolized by aromatc hydroxylation but a wide vanety ol
hyoroxylated and methylated metabolites are formed, and these are present as free mefabolites
and as conugates with glucuromdes and suliste. The metabobc clearancarate s aboul Smiminkg.

ETTRETNATION
Ettenylesiraciol serum levels decrease n two dispostion phases, the terminal disposiion

oral contraceptives, including NOVELON. These products include (phenyion, phencbarbal, prmidone
bosentan, carbamazepine, nfampicin, and possbly also oxcarbazepne, lopiramate, lebamate
griseolulvin, some HIV protease inhibtors (e g, rilonavir) and non-nucleoside reverse Ianscrpiasa
nhibitors (e.g., efavirenz), and products containing the herbal remedy St. John's wort)

Enzyme induclion can occur after a lew days ol treatment. Maximum enzyma induchon is generally
ooserved within a lew weens. Aller drug Inerapy s disconbnued, eMZyme iNCUCLON can ws! lor
aboul 28 days

relerred 10 a specialist for advice before deciding about any hormonal contraceptive use,
obesity (body mass index over 30 kg m2);

prolonged immobiksalion, major surgery, amy surgery o lhe legs, or major trauma. In
these situations I is advisable 1o discontinue COC use (in the case ol elective surgery
al leas! lour weeks in advance) and nol to resume unll two weeks after complele
remobiksalion. See also section ‘Contraindications’ .

and possibly also with superficial thrombophlebdis and vancose veins. Thera is
no consensus aboul the possible role ol these conditions in the etiology ol venous

However, by adusting the tablet-ntake schedule, reduced contraceptive prolecton can thromboembosm When co-administered with hormanal contraceptives, many combinatons ol HIV profease inhdbiors phase § characterced by a hall-ife ol approxmately 24 hours. Unchanged drug is not
no need 10 usé extra contraceptive precautions, provided thal in the 7 days preceding 3l ns'r:_.fﬂ,:zﬁ;i;:r.ﬂmmmm CCTPICRUiS ORses "‘fl-m Hepalitis C virus EH'LFW medicinal products e g. boceprevir, telaprevir) can increase or decrease NaiHife ol metadolte excretion s about 1 day
the first missed lablet the woman has laken all lablets comrectly. If this s nol the case : y _ ) A A T T (e piasma concentralions of progestins, including etonogestrel, the active metabolite ol descgestrel, or STEADY-STATE CONDITIONS
the woman should be advised 1o follow the first of thesa fwo options and o Use exira :n:t.;ﬂ ;ﬁrhia;;e;s;rgfagg and increasing age he nsk lurtner | , especially esirogens. The nel elfect ol these changes may be clinically relevanl in some cases. Sieady slale concentrabions are reached after 34 days when serum drug levels are higher
precautions lor the next 7 days as well dysipoproleinaem:a, i YWomen receiving any of the above mentioned hepatic enzyme-inducing medicnal or herbal products by 30 - 40% as compared 10 Single dose
| Thauser should lake the last missed lablet as soon as she remembers, obesity (body mass index over 30 kgym) EZG L;Sdt:-e '3':';'5“‘3 l:‘:l”g?.f EE éﬂtﬂ of NOVELON may be reduced. A barmier contraceptve method should Preclinical safety data
even if this means laking fwo lablets al the same lime. She then hyperiension; Used in aogibon [o N during administrabon ol the hepalic enzyme-induang medicinal product - ecommend
- - i - i i L] i
rﬂr:'nm: as 500N as :th curent pack i Fr.n-sht:-d e, no gap sh—]‘:uf? be valvﬂa';nhﬁrl disease; Il concomitant drug administration runs beyond the end of the fablets in the current COG pack, the next potential and icucty to reproduction. Howevey, it must be bome in mind thal sex sleroics can
iefl between packs The user is unkkely lo have a withdrawal bleed alna on, COC pack should be started nght away without the usual lablel-free interval promote the growth of certain hormone-dependent lissues and tUMOUTS.

a positive lamdy history (Le. artenal thrombos:s ever in a sibling or paren! al a reialively
early age). Il a hereditary predisposition is suspecied, the woman should be relerred lo
a specialist lor advice before decdding aboul any hormonal coniraceplive use

untd the end ol the second pack, bul she may experience spolting er
breakihrough bleeding on lablet laking days.

2  The woman may also be advised 1o discontinue lablel-taking Irom the
curreni pack She should then have a tablet-Iree interval of up to 7 days, .
incuding the days she missad tablels, and subsequently continue
with Ihe next pack

Il the woman mssad lablets and subsequently has no withdrawal bleed in the [irs! nomal
labled Iree nlerval, the possibilty of a pregnancy should be considered

For women on long-lerm Iherapy with enzyme-inducing medicinal products, an alemative method of PHARMACEUTICAL PARTICULARS
contracepton unalfected by enzyme-inducing medicinal products should ba considered. Lis! of exciplenls
The increased risk of thromboemboksm in the puerpenum must be considered (lor information Concomdan! administrabon of strong (e.g, keloconazole, iraconazole, clanthy of $Rc3 COROUA PO
S0 Seci0r ‘Prgriancy and Laciaton) le.g., fuconazole, ditazem, erythromycin) CYP 3A4 inhibvlors may increase the wmlﬁrﬁﬁ ackse monohydraie
«  Other medical conditions which have been associaled with adverse circulalory events include esliogens or progestins, including elonogestrel, the active metabolite of gesogesies pumlatn =
dabeles melitus, systemic lupus erythemalosus, haemolylic uraemic syndrome, chronc Oral confraceplves may alect the metabolsm of other drugs. Accordingly, plasma and tissue $teanc acd
inflammatory bowel dsease (Crohn's disease or ulceralive colils) and sichle cell disease Concentrations may exther increase (e g , ciclosporin) or decrease (e g, lamoingine) all-rac-alpha-locopherol

Advice In case ol gasiro-intestinal disturbances «  Anincrease In Irequency or severily ol migraine during COC use (which may ba prodromal ol Duning clinical trials with the HCV combination orug regimen ombdasvir / pantaprevir’ nlonavir with and Incompalibllities
In case of severe gastro-niestnal disturbance, absorpbon may nol be complete and additional a cerebrovascular event) may be a reason for immediate discontinuation of the COC. wilhout dasabuvir, ALT elevations greater than 5 imes the upper kmit of normal (ULN| wera sgnificantly Mot applicable
Corkracopive measires shoukd be laked - cal faciors thal may be indicative of hereditary or acquired predispositon qu: venous More Irequent in women Lsing ethinylestradiol containing medications such as CHCs. NOVELON mus! be

or arlonal thrombosis include Activated Prolen C (APC) resislance, hy i, discontinued priof 1o slarting therapy with the combination drug regimen ombitasvir/ paritaprevir! tonavir SihiC
antithrombin Il deficiency, prolein C_deficency, protein S deficiency, antiphospholipe wilh of withoul dasabuvir (see section ‘Contraindicalions. and ‘Specal warnings and precautions for 36 monts

anlibodies (anticardiolipin antibodies, upus anbcoagulani) use ). NOVELON can be restarted approimalely 2 weehs lollowing completion of treatment with the Speclal precautlons for slorage

: ; Combination drug regimen.
J¥heq copsidery [iskbenail, the prysean shouila B.vl seouptRiat acoqu2 Tesel ‘C in the original package. Do not freeze. Slore prolected from light
of a condition may reduce Lhe associaled rsk of thrombosis. Laboratory Tests Er‘:;”m:f::u'um e original packag pro g

Turmours The use ol ﬂi‘rf]mﬁn\*? stercds may influence the results of cenan boratory lests, nduding brochemical Nature and conlents ol container

The most important risk factor for cervical cancef is persisient human paptioma virus (HPV) PAf&MeErs O 1w, hyrod, adrenal and renal funchon, plasma levels ol (camer) protesns, e.g. cortcosterod py( aluminium biister, which is packad in an aluminum laminated sachel
infection. Epidemiological studies have indicated that long-lerm usa of COCs contributes lo this ®M3ng globulin and ipd Ypoprolein Iractions, parameters ol carbohydrate metaboksm and parameters of ;Esam. 21,3x21 and 6 x 21 lablets.

ncreased r1sk, but there continues 1o be uncertainty about the extent lo which this finding is ©03guiabon and fibnnolysss. Changes generally remain within the normal laboralory range. Each biister contains 21 tablels.

alfributable (o conounding effects, ke increased cervical screening and dfference In SexLial Pregnancy and lactation Marketing Authorization Holder and Manufacturer

bahavior including Lse of barner contraceptives, of a causal association. ! NOVELON s not Indicated T ’ Qawg reakment WONOVEL Of ot G eer =
A meta-analysis lrom 54 epdemiological studies reported thal thers Is a slightly increased intake should be stopped. However, most epidemioiogical studies have revealed nedther an increased risk NV Oroanon
reative risk (RR = 1.24) of having breast cancer diagnosed in women who are curtently UST of burth dolects in chiiren born to women who Lsed COCs prior 1o pregnancy, nor a teralogen effec Kmﬁlg‘suml 6
COCs. The excess nsk gradually dsappears during the course ol Ihe 10 years alter cessalion when COCs were laken inadvertently duning early pregnancy AN ORE

Because breast cancer is raro in women under 40 8 ol age, the gxcess : etherlands
m :ﬁ,m cancer diagnoses in current and receni COC m'!'ﬂf:f is ﬂ.:jlﬁ in relation 10 Lactation may be influenced by COCs as hey may reguce the quantity and change the composition of The N

the overall risk of breast cancer. The breasi cancers diagnosed In ever-users tend lo be less Oreast mik. Therelore, the use ol COCs should generally nol be recommended until the nursing mother Imported and Marketed by:
advanced cknically than the cancers diagnosed In never-users. has completely weaned her child Small amounts of the contraceptive steroids and'or their metabolites Organon (India) Private Limited,

+  Inanother epdemiological study ol 1.8 miion Damsh women lollowed an average of 10.9 years, may be excreled with the milk, bul there is no evidence [hal this adversely alfects infant health g mzﬂ" Qﬁm ?E&m %ﬂ‘a NJ, USA
the reporied RR of breast cancer among COC users increased with longer durabon of use Elfects on ability to drive and use machin ' Varol ottty
compared with women who never used COCs (overall RR = 119; AR ranged from 117 for 1 1o . Sy City Link Warehouses Comple,

4 hl.
less than 5 years ol Use 1o 1.46 after more than 10 years of use) The reported absolule risk ﬁm‘;ﬁﬁﬁmﬁrﬁfﬁm S

il vomiting occurs withen 3-4 hours affer tabret-laking, the advice conceming missed lablets, as
prven in Secton Management of mssed tablets, is applcabie. Il the woman does nal wanl o

change her nommal labletlaiung schedule, she has 10 Lake the extra tablet(s) needed Irom
another pack :

How 10 shill periods or how 1o delay a period

To delay a period, the woman should continue with another pack ol NOVELON without
a lablel freé inlerval The exiension can be camed on for as long as wished until the end ol .
Ihe second pack. During the extension the woman may experience breakthrough of
spotting. Reguiar intaka of NOVELON s then resumed after the usual 7-day tablel Iree interval

Tnsh.':mrperndlﬂammd.rjolmmmmmhumansusadmw.mhewmnent
scheme, sha can be advised mﬂmmhwlwvmumar-lreem!uwalwasmwﬁm as
&MMTMMﬁMMI‘EWMmhlhﬂsl‘adr::esmlhmamlrﬂlﬂﬂlﬂﬁed -
and will experience breakthrough bleeding and spoitng during the second pack (jus! as

when delaying a penod)|

Conliraindications

Combined hormonal contraceptives (CHCs) should nat be used in the presence of any of the

condifions Isied beslow Should any of the condibons appear for the first tme during CHC use
e product should be stoppad immediatedy

*  Presance or hstory of venous fhvomboss (deep venous fromboss, puimonary emboksm).
*  Presence or hstory of anerial fhrombos:s (myocardial infarcton, cerebrovascular
actident) of progromal conditions (e.g Iransieni ischaemic altack, angna pectons).

NI

No effects on abilty Io dnve and use machines have been observed
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| 10 000 women use a Pl with levonorgestrel for one year, 2 women would gel a hromboss
i 10 000 women usa a Pll with desogestrel lora y

For comparison, if 10 000 women gt pregnant, approwmately 5-20 would gel a thrombosis. These incings
Novelon .-a::.[.'\--ll.-.‘!:nr'--lr.--. -‘-|.-— -.l‘-':--.-.l.:..:\.ljl 'r_'J._|| -.I ---.._r— ..'.'-:_- ._
— Bliood clots can also occur very rarely in an artery (arterial thrombosss); lor exampie in (he Biood vess ol
Read all of this leaflel carefully belore you stari using this medicine e heart (casing a heart attack) of the brain (causing a stroke
»  Keephs leafiel You may need o read i agan Extrems 'J=.-:,;::::I-: s can ooour in the lver, gut, kidney or eye
[ you have any lurther questions, please ask your 0OCIor Of pnarmacst Very occasionally thrombosis may cause serious permanent disabiities or may even ba falal
The oy ke Baan peporr B b T = e e 1 on & . It 3 r_... y el oo o - :
. . as been prescribed for you. Do not pass It on fo others. il may harm The risk ol venous thrombosis in users ol combined plis iIncreases
m th Mpioms are [INe Same as yOours
th increasing age
. . @ SO0 | senous, of il you nolice any sde effects not ksted in 1his i ‘r-]‘ +¥
el i b or pharmac il |}:..J ang t-‘_l'?lt";l L
- r i — f one of your close relatives has had a blood ciot (thrombosis) in the leg, ung, or other organ
In this leaflet ala young age
Lot el il you must have an operation, if your abdity lo move around is imited for long pencd of ime
MY ek Start VY ot il you have had a serious acodent. It is important 1o 1ed your doclor in advance that you are
S SR Wher do vl taed & bl LS NOVELON? usng NOVELON as tha treatment may have to be stopped. Your doctor will tell you when 10
22 I'I', A POAV poea— .:;-e-,,-{'.a;_f.. ) start NOVELON again. This is usually about two weeks after you are able lo move around. See
a el te s T | Al Sl Loy i .y - i - — e
23 ::“' B et also section 2.1 "When shouid you nol Use NOVELON
: ore aboul homonal Comracepives
R E:;L:L‘ :':rﬂ ELD‘JJ"E: ] il you gave birth less than a few weeks ago
3! .iq;ﬁ,.u“:b!- : ."I o table The risk ol arteral thromboss in users ol combined plls increases.
hen and how 10 take the tablets , .
3 e ﬁ‘; B T D"E:Df' - If you smoke. You are strongly advised to slop smoking when you use NOVELON,
J.L  NAring yOur irsl Dack Of MUY L] 3
17 1 100 many NOVELON tablets are laken (overdoss] especially If you are older than 35 years
1', "h"t‘:lul:!\.;J : : : r il you have an increased lat contenl in your blood (cholesterol or inglycerides)
- 1d !
35 |l youwan! to siop taking NOVELON i you have high blood pressure
4  Possbie sde effects f you have migraine
' ’ - ffyou have a problem with your hearl (valve disorder, a disturbanca of the heart rhythm)
5 How 1o store NOVELON !
6 Further mformation Hf you natice possible signs ol a thrombos:s, stop taking the Pill and consull your doctor immedately
EY  What NOVELDM comains (See also ‘When should you conlact your doclor? )
6.2 What NOVELON looks ke and content of the pack 2.2.4 The Pill and Cancer
63 Marketing Authornsaton Holder and Manufacturer The information given below was obtaned from studies of women who used combined oral hormonal
64 Shell Life contraceptives, such as (he combmned pll, and from an additional study thal included both oral and
6.5 Las!revision of this package leallel non-oral hormonal contraceplve-users
1.  WHATIS NOVELON AND WHAT IS IT USED FOR? In studies with the combined pil breas| cancer has been diagnosed sightly more offen in women wha Lse
Composition and type ol Pill the Pill than in women of the same age who do nol use the Pl This sight increase in the numbers of breas!
NOVELON Is a combined oral contraceptive (the combined Pil. Each tablet ¢ancer diagnases gradualy disappears during the course ol the 10 years after stopping use of tha Pil It
contains a small amount of two ditferent lemale hormanes. These are desogestrel & Nol Known whether the difference is causad by the Pill. It may be that the women were examined more
[a progestogen) and ethinylestradiol (an estrogen). Becausa ol the small amounts often, 5o thal the breas! cancer was noliced earfer
ol hormones, NOVELON is considered a low-dosa oral contraceptive. As all In the addtional study thal included bath oral and non-oral hormonal contraceptive-users, Ihe poourmencs
tablets In the pack combmne the same hormenes in the same dose, it Is considered 0! breas! cancer was reporied 1o increase the longes the women usad the contraceptive, The diference in
- b s o LTI I 0 il gl v “the reported risk of breast cancer between women who had never Used the contraceptive and thosewho
Why use NOVELON? had used the contraceptive was small: 13 additional cases of breast cancer per 100,000 women-years
NOVELON is used 1o prevent pregnancy In rare cases benign lver tumours and even more rarely, makignan rver tumours have b-:-ET reported In
I tha QLTS T3 J 2 I at 0 i
\When laken cormectly (without missing tablets), the chance of becoming pregnani USers of the Pil. These tumours may lead lo intemal bieeding. Contact your doctor immedately if you have
1S very low severe pain in your abcomen
2. BEFORE YOU START TO USE HOVELON Canvical cancer Is caused by an Infection with the human papilloma virus. It has bean reporiad to ocour
21 When should you not use NOVELON more often in women using the Pill for a long time. It is unknown if this finding is due ta the usa ol hormonal

Do not use NOVELON if you have any of the conditions ksted below. If anything on this list contraceptives of 1o sexual behaviour and other factors (such as betler cervical screening)

apphes 1o you, lell your doctor before starting 1o use NOVELON. Your doctor may advise you 22.5 The Pill and using Other Medicines

1o usa a different type ol Pil or an entirely ditferent (non-hormonal) method of birth control.~ Please inform your doctor or pharmacsst if you are taking or have recently taken amy other medicines or
tha lag, lung (embolus) or other prgans

It you have or have had in the pasl a hearl allack or stroke
if you have or have ever had a condition thal may be a first sign of a hear attack treatment of

{such as anqina peclofis of ches| pain) or stroke (such as lransen! ischaemic eplepsy (eg, primdone, phemyloin,
aftack or small reversibla stroka), lopiramate. felbamate);

H you have a disturbance ol blood dotting (for exampile, protein C deficency) tuberculosss (e.g., rifampicin);

Il you have major surgery (e.g, 2n operabon) and your abilty lo move around s HIV infectons (e.g., ntonavir, nelfinavir, nevirapine, efavirenz),
fmied for a long period of ime (see secton 223 “The Pil and Thrombosis) Hepatitis C virus infection (e.g., boceprevir, telaprevir)

Il you have (had) a lype ol migraine caled ‘migraine with aura other infecbous diseases (e.g., gnseofulvin),

i you have diabetes mefitus with biood vessel damage High blood pressure in the blood vessels of lungs (bosentan);

medicine (or your pharmacisf) that you use NOVELON.

Phenobarbital, carbamazepine, oucarbazeping

+ W you have a senous risk factor, or several risk factors for developng depresswve moods (herbal remedy SL John's worl)

thrombosis, this may also be a reason wiy you cannot use NOVELON (See also : , _

saction 2.2.3 The Pill and Thrombos:s. Il you are taking medicines or herbal products that mighl make NOVELON less effective, a bamer

M you have or have had a pancreatts (an inflammabon ol the pancreas) C077acepiive meihod should aiso be used Since the etfec] of another medicne on NOVELON may last up

assoczated with agh levels of r‘_‘;j‘_.r substances in your hiond o Eﬁd-aﬁ alter ﬂm {ha medcna, il tsnECE'SSM]flG usa he addfional bamer Eﬁﬁ{mﬂ'ﬂ method
*  lfyou have jaundice (yellowng of the skin) o have (had) severe liver disease and or that long.

your Feer 5 nol yel v.-:,rh,q.; numul;’ NOVELON may also nerlere with how other medicines work causng edhar an increasa in ellect
» Il you have or have had a cancer thal may grow under the influence of sex [ &.g.cxiosponn) o a decrease in effect (e g Jamotngine)

hormones (e.g. of the breas! or the genital organs) Do nol use NOVELON il you have Hepattis C and are laking the combinaton drug regmen
= | you have or have had a fver lumour ombdasvie' partaprevit’ nlonavie, with or without dasabuvir as this may causa increases in fiver function
*  lyou have arry unexplained vaginal bleecing blood les! results (increase in ALT Iver enzyme). NOVELON can be restarted approximately 2 weeks after

If you are pregnant or think you maght be pregnant completion of ireatmeni with the combination drug regimen (See section 21 “VWhen should you nol use
Il you are allergic 1o any ol the ingredents ol NOVELON NOVELONT)

if any of thesa conditons appear lor the first ime while using the Pill, stop taking it at once Laboratory lests

and tell your doctor. In the meantsme, usé a non-hormonal contraceptive. See also ‘General If you are having any blood or uninary lest, tell your b
Notes' in section 2.2.1 as il may allec! the results of some lasts

Da not use NOVELON il you have Hepattis C and are laking the combnanon crug regmen 2.2 6 The Pill and Pregnancy

ealth care prolessional thal you are using NOVELON

ombdasvir’ pantaprevit! filonavis, with or without dasabuvir (see section 225 "The Pl and NOVELON must not be used by women who are pregnant, or who think they may be pregnant. If you |

using Other Medicines’)
22 When do you need to lake special care with NOVELON?
2.2.1 General noles

suspec! thal you are pregnant while you are already using NOYELON, you should tell your doclor as
800N as passibla

2.27 The Pill and Breast-leeding

NOVELON s nol usually recommended lor use dunng breast-leedng I you wish lo lake the P
while breasi-leeding, pleasa ask your doclor

228 The Pill and Driving and Using machines

There are no observed effects

2.2.9 Important information about some of the ingredients of NOYELON

[ In (his leaflel, several stuations are described where you should siop taking the Pill
or where the refiabiity of the Pl may be decreased. In such sduabons you should
not have sexual intercourse of you should take extra non-hormonal contraceplive
precautions, e.g., use a condom or ancther barmer method. Do not use rhythm or
lemperature methods. These methods can be unreliable because the Pl alters
the usial changes in lemperalure and cenvical mucus hal occur gunng the | you have been lold by your doctor thal you have an intolerance 10 some sugars, contact your dockor
mensirual cycle before staring with NOYELON

——_ NOVELOMN lka all conlraceplive Pills._does nol prolect agaiast HIV.infection 23 When should you contact your doctor?

(AIDS) or any other sexually iransmitled disease. Regular check-ups

NOVELON has been prescribed lof you personally. Do not share il with others When you are using e Pill, you doctor will lell you 1o return lof reguiar chech-ups. You should
2.2.2 Whal do you need lo know belore using NOVELON usually have 8 check-up every year
If the combened Pilis used in the presence of amy of the condibons ksted below you may need Contact your doctor as 500N as possible If;

10 be kept Lnder close observation. Your doclor can expan this to you Therelore, if any of Yo any Changes in your own heath, espocaly ivolving any of e ems ™

these apply 10 you, tel your doctor before starting lo ise NOVELON " A l506 80 21t e oy e
: ﬁiﬂgmm ammnmmmm;mmwmwnumm
C :w are mwwl-gn.: your immediato famiy].
»  you have high blood pressure, »  youleelakump in your broast,

»  you experience symptoms of angoedema such as swollen lace, longue andior throal and or
- dificulty swaiowing of hives (ogether with dfficulty breathing;

you have a heart valve dsorder or a ceram hear riythm desorder;
you have an mflammation o your veins (superficial phiebdis),

ST e *  youave gong Io Lse other medicines (see also section 2.2.5The Pl and Other Medicanes )
: n"mmm“ i'hmrhumu bosia, B hearl attack or a stroka *  yourabdity lo move around is kmaed for a long penod of Lime of you are 1o have surgery (tel
«  you sufler from eplepsy *  you have unusual, heavy vaginal bleeding;
= yDU O s0meons in your immediale lamiy have or have had high cholesterol of «  you lorgol tablets in the first woek ol the pack and had Intercoursa in he seven days before,
trighycerides (fats in the blood) «  you have severe diarrhoea, d;f
*  amyone n your immediate famiy has had breas! cancer . mmmmmmmummnmmm%: pack
*  you have bver or galibladder dsease untl your doctor les you). -
+  you have Crohn's dsease of uiceratve coltis (chronc mflammalory bowel Stop laking tablels and see your doctor Immediately i you nolice possible signs of |
disease) thrombosis: |
you have sysiem< Lpus erythemalosus (SLE a chronc connecthve Issue -

diseasa allecting the skin all over the body) . _ o
*  you have haemolytc uraemic syndrome (HUS. a disorder ol biood clothing s GrEAtrics : —
causing lalure of he kidneys), «  any unusual, severe, of projonged headache or migraing attack,
«  you have sice coll dsease (a rare blood dsease), «  partal of compieta loss of vision, or double vision;
*  you have an operation of if your abidty fo move around is bmaed lor a long period +  shuming of speech disabilty;
of time (see secton 2.2.3 The Pil and Thromboss'), «  sudden changes 10 your heanng, sensa of smed, or laste,
* i you have recently grven berth you are at an increased risk of blood dols. You +  dzznessof faning;
shoud ask your doctor how s0on after deivery you can stan using NOVELON »  weakness of numbness in any par of your body
(see secton 223 The Pil and Thrombosss) «  severe pain n your abdomen, :
*  youhave a condibon thal occumed lor tha lirst Bme or got worse during pregnancy - Hﬁlw\ﬂmhmulmhﬁl
o previous Lse of sex hormones (e ., hearing loss, a dsease calied porphyma,

ear approxmately 3 10 4 women would get a thromboss.

If you have, or have had in the past a blood clot (thrombosis) in a blood vessel of herbal products, even those nol prescribed. Also tell any other doctor or dentist who prescribes another p

Some medicines may stop NOVELON from working properfy. These include medicines usad for the |

3. HOW DO YOU USE NOVELON?
31  When and how 1o take the tablets
T"}.‘.:.ELI:"J r..._-_. _::... _-.:.| I-'. = C.. r.. -,I I',','_." |..-. __-_ 5 mark .j..r--l ""fl:.ir C“' .-.r W 0N
which Il is 10 be taken. Take your lablet al about the same time each day, with some Bquid il necessary
Folow the drect | the arrows untll all 21 lablets have been laken. During the next 7 days you
lake no fablets. A period should begin during thesa T days (the withdrawal bleed). Usually il wil start
on day 2- afer the last NOVELON tablel Start taking your nexi pack on the B* day even if your penod
contin This means thal you ¥ s starl new packs on the sama day of the week, and also that you
have your withdrawal Bleed on aboul the sama days, 2ach monin
3.2 Starting your first pack ol NOVELON

-

¥hen no hormonal confracepive has been Lsad m the past month

Starl taking NOVELON on the first day of your cycle, Le the first day ol menstnal
bleading. Take a tablet marked with that day of the week. For example, if your period
starts on a Friday, lake a tablet marked Friday. Then lofow the days in order. NOVELON
will work immediately, it Is not necessary lo use an additional contraceptive method

You may also start on days 2-5 of your cycle, but if you do, make sure you also use an
additional cortraceptive method (bamer method) for the first 7 days of tablet-faking in
the first cycle

Il you stop taking NOVELON because you want 10 get pregnant, you should wait untl you
have had a natural period befora trying o concerve. This helps you to work cut when the baby

TS will ba due
When changing fom another combined hommonal confraceptive (combmed oral

contracepive plf {COC), veginal ring, or bansdarmal pakch) i.  POSSIBLE SIDE EFFECTS
You can starf taking NOVELON the day after you laka the last tablet from your present Like all medicines, NOVELON can have side effects, athough not everybody gets them
Pill pack (Ihis means no lablel-free break). |l your present Pill pack also contains inactive

Ted your doctor if you notice any urwanted effect, especaly [l severe or persistent, or f there is

tablets you can stant NOVELON on the day after laking the last active tablel (I youare al you think might be caused by the Pil

not sure which thes is, ask your docior of pharmacist). You can also start later, but never 2 ©
later than the day lolowing the tablet-free break of your present Pl (or the day after the Serious reacions seen with the Pil, as wed as [he relaled symptoms, are de
last inactive lablet of your present PHl). In case you use a vaginal ring or Iransdermal secfions 223 and 22 4: The Pl and Thrombosis/The Pl and Cancer’

patch, it is best o start using NOVELON on the day you remove the ring or paich. You can Common (occurming in more than one per 100 users)

also start, al the latest, on the day you would have started using the nex ring or patch.

Il you have used the Pill, paich or ring consistently and comectly and d you are sure fhat
you are nol pregnant, you can also stop laking the Pl or re g or paich on
any day and start using NOVELON immediately

Il you loliow thesa instructions, il 1S nol necessary 1o use
mathod

o u i .
ha G2 In your nealth

depressed mood, mood changes

headache

naused, abdominal pan

breas! pain, breast landemess

increasa in body weghl

Uncommon (occurming in more than one per 1000 users but not more than one per 100 users)

move [he mn

an addtonal coniracentve

am
| 1

When changing from a progesiogen-only pdl (iman

You can stop laking the minipdl any day and starl taking NOVELON the next day, at »  fuxd retenton
the same time. But if you are having intercourse, make SUNe you ais0 Use an adcSona * decreased sevual dive
contraceptve method (a barrier method) lor the first 7 days that you are Lakng NOVELON +  mugane

«  |Ahen changing from a progesiogen-only inpectable, implani or a progesiogen reeasry *  YomEng, cammnoea
intrauterine cevica (1UD) = e
Starl using NOVELON when your next injection is due or on the day thal your smplant =  breast enfargement

or IUD is removed. Bul il you are having infercourse, make sure you aiso use an Pare joccuming in less than one per 1000 users)

additional contraceptive method (a barrier method| lor the first 7 cays thal you are taking . hypersenssviy reactions
NOVELON *» |blood cotin a ven
»  Afler having a baby blood clot in an arfery
i you have just had a baby, your docior may lell you o wal untl aher your first normal = inoeasad sexual drve
period belore you start taking NOVELON. Somefimes it is possible 1o start sooner. Your =  contact lens iniclerance
doctor will advise you. If you are breast-lseding and want Io take NOVELON, you shoud »  enhema nocosum, eryhema muttomme fthese are skin conditons)
tak lo your doclor first - bt secretion. vacinal secrefion
. Alter 2 méscamage or an aborton » gecrease in Dogy wesght
Your doctor will advise you f you notice any sde efiecs not mentioned in his leaflet, pleasa inform your doctor of
33  Iftoo many NOVELON lablels are laken (overdose) charmacst
There have been no reports of serous hammiul etfects from laking 100 many NOVELON fablefs at one
time. If you have taken several tabiets af a ime, you may have nausea, vomiting or vagnal bleeding. fyou 5. HOW TO STORE NOVELON
tiscover thal a child has taken NOVELON, ask your docior lor acvica Ca not use NOVELON alter he expary Cale stas=d on INe ouler carion
34 Whattodo Store below 30°C In the original package. Da nol freeze. Store protected from light and
— you forget tablets Mo

Do not usa the procuct f you nosice. for example, coiour change n the tabled, crumbing of the
tatdal or any other visbie Sgns of Cetenoradon

Keep out of sight and reach of children.

FURTHER INFCRMATION

What NOVELON contains

Il you are less than 12 hours late in taiing a tabiet, tne refabdty of the Pl s mantaned. Take e
lablel as soon as you remembear and take he nax] tabiets al be usLal tmes,

Il you 2ra more than 12 hours late in takong any tablet, tha refabity ol the Pl may be reduced.
The more consecutve lablets you have messed, the higher [he nsk that the conraceptve eficary
is decreased. There s a particularly hgh rsk of bacoming pregrart f you mss 2bes 3l e
beginnng or a the end of the pack. Theredore you shouid ioliow the rules Cven below (Sae a0 he

E.1

= o ——

e s e emryes=co 0030 mg) and desogesTe 0130 mg

L ot . - Tha o™ e m 3 -

Ask your doctof for advice. v _—t_i.t - - i

1 tablet missed In week 1 S3 cofiecyl anTyoUS. acnse monohycraie, peiain SLAMTh povioone; steanc

axt al-rac-apta-noooharl
5.2 'What NOVELCH locks ke and comtent of the pack

Take the missed tablel as 500N as you remember (even d ths means Lakong Mwo tablets at the same
time) and take tha ner tablets al the usual bme. Use extra conracepsve precausons (bamer

method) lor the next 7 days. NOVELON comes in 1, 3 or 6 sps of 21 tabiefs parkad in 2 ply caron
Il you had sexual infercourse in the weex belore mssing the tablets, I's possibie that you could be The tabiets are beonvex, round and § mm n cameter. Each tablet s marked TR above Son one
pregnant So lell your doctor mmed:tely. sde and Orcaron® on Te reversa sdie
1 tablet missed in week 2 83 Sheif Lie
Take Ihe messad Labiet a5 s00N as you remember (even f this maans takng Two kel 3 e same e | 1 o

and take the pexi tablets at the usual ima

The rekability of the Pill s maintaned. You need not use exira CONTECECSve Drecations.

1 tablet missed In week 1

You may choose either of he lollowing options, without the néed for éxira CONFacepive Drecaaons.

1. Take tha missad lablet as soon as you remember (even 4 ths maans taing fwo tibets at e same
time) and take the nexl tablets at tha usual trme. Start the next pack as Soon as e cument pacs S
fineshed so that no gap is left between packs. You may nol have a wincrawal bleed urt! he end
ol the second pack but you may have spotong or breaxirougn biesaing on tablel-aung cays.

Or

Stop laking tablels from your current pack, have a tabiet-free break of 7 cays or less (including
\he day you missed your lablet) ana men start the nax! pack. If you do IS, you Can aways
your nex pack. on the same day of the week as you usualy do.

Il you have lorgotten tablets in a pack and you do nol have your pencd N e Srst nommal ibet-ree
break, you may be pregnanl. Ted yous cocior before you San wih the nexd pack.

8.4 Lasi revision of this package leaflet

s eafel 5 Locesd tased on SSCCPP-MICETEA-MRVZ1-T8-112018

[F YOU HAVE ANY FURTHER CUESTIONS FOR NOYELON, PLEASE CONSULT YOUR
DOCTOR OR PHARMACIST.

| you want Id report an acverse axpenanca related I s product, pleasa contart us at

Tt 91 257895599 e-mat cpoe nciaParcanon.com
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. you suffer from disturbances (e.g., vomiting, severe diarrhoea)
if you vomit, or have savere darrhoea, the active ingredents of your NOVELON tablet may not have been
pompletely absorbed. If you vomil within 3 10 4 hours alfer taking your tablet, ths is o missing a tablet
You must lollow the advice for missed tablets. |f you have severs darhoea, please tell your doctor.
—you want lo delay your period =
You can delay your peniod il you starl with your next pack of NOVELON immediately after finsshing your
pach. You can contnue with ths pack for &s long as you wish, untl ths pack ks empty. When
wish your penod lo begn, just stop tablel-taking. YWhile using the second pack you may have soma
breakinicugh bieeding or spotting on tablel-taking days. Star with your nexl pack alter the usual 7-day
tablet-troe break. _ T
. you want fo change the starting day of your period
Hf you take your tablets cormectly, you will have your period on abou the same day every 4 weeks. [f you
wan fo change ths day, just shoren, (never lengihen) the next tablet-free break. For example, f your
penod usually starts on a Friday and in future you want it 1o start on Tuesday (3 days earfier) starl your
next pack 3 days sooner than you usually do. i you make your tablelree break very shord (e g. 3 days
::mwy:.mmp:dmnmmﬂwmﬂmmmum
the nax!
. you have unexpected bleeding

a siun disease called herpes gestations, a disease called Sydenham's chorea)); For more information, see secton 223 n ths leaflet.

You have of have had chicasma (yellowish-brown pigmentation paiches 24 More aboul hormonal coniraceptives

on the siin, parteularty of he face), i 50, avoid 100 much exposure 1o the un of Uitraviolet lght. 1he combined Pil may aso have non-contraceplive health benefits.
H &y ol the 2bove Conditons appear o the frst bme, come back or get worse whila Using the Your penod may be lghter and shortee. As a resull, he rsk ol anaema may be lower. Yout
Pill, you should contact your doclor penod pans may becoma less severe of May complelely dsappear

2.2.3 The Pill and Thrombasis In aodbon, soma senous decrders have boen reported 1o ocour less requently in users of
A thrombosss s the formation of a biood col which may block @ biood verssel Pills contanng 50 |ig ol ethemyestradiol (Thigh-dose Pils). Thesa are bensgn breas| diseass
A thromboss sometmes ocars n the deep vems of he legs (deep venous thrombosss) ovaran cysts, peivic infectons (pehc inflammatory disease or PID), eclope pregnancy
Il thes bAood clof breaks away from the vens where A is lormed, 4 may reach and block the {pregnancy in which the embryo implants cutsxdg of the uterus) and cances ol the endometnum
artenes of the Lings, causng a so-called ‘pulmonary embolsm’ Doep venous thrombosis IS (lrung of the womb) and ovanes. Ths may alsa be the case lor low-dose Pils but this has not
a 1aro occurrence. It can oevelop wheter of nol you are Laking the Pil Tha risk is higher in been confirmed

LR

qumhnnhmmmmmmm J mﬁ; |
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o A" YO si0ps onca your body has adiusted 1o the Pl (usually after|
50, el g e Ll s oo o by o g;ﬂ' wgﬁ:,

. you have missed a period ‘
uﬁmmuummuhmm.wmmm&mummm
{hen you are very unikely lo be pregnant. Keep taking NOVELON as

Hf you miss your period twice in & fow, you may be pragnant. Ted your doctor immediatedy. Do not start ihe
naxi pack ol NOVELON untl your doctor has checked you are not progrant.

35 I you wanl lo slop laking NOVELON

You can stop taking NOVELON af any tme you want. i you do not wani lo become pregnant, ask your
doctor about other methods ol birth control




