Package leaflet: Information for the user « if you are allergic to estradiol or nomegestrol acetate, or any of the other ingredients of this « asyou get older (particularly above about 35 years);

‘nomegestrol acetate/estradiol ‘ + severe pain in you‘r stomach;

Talk to your doctor or pharmacist before usﬂm Zoely. has a thrombosis for no known reason or you gain a lot of weight, tell your doctor.

When should you contact your doctor? ‘

|
|
s P— -
‘ ‘ medicine (listed in section 6). ‘ QIeboulpRistaTianyaiithssslan: \sh{ll:faetr?':‘; ¥$:n%055|bly - if you gave birth less than a few weeks ago ‘
‘ ® ‘ If any of these conditions appear for the first timLe while using Zoely, stop taking it at once and - sudden unexplainEd breathlessness or rapid breathing; Pulmonary embolism | The risk of developing a blood clot increases the more conditions you have.
ZO @ 2 5 m /1 5 m | tell your doctor. In the meantime, use a non-horfonal contraceptive. See also ‘General Notes'in - sudden cough Wit‘hOUt an obvious cause, which may bring up | Air travel (for longer than 4 hours) may temporarily increase your risk J)fa blood clot, particularly if
] g = g section 2 above. blood; you have some of the other factors listed.
‘ ‘ ‘ « sharp chest pain Which may increase with deep breathing; ‘ It is important to tell your doctor if any of these conditions apply to you, even if you are unsure. Your
Warnings and precautions - severe light headelldness or dizziness; doctor may decide that Zoely needs to be stopped.
‘film-coated tablets ‘ ‘ - rapid or irregular heartbeat; ‘ If any of the above conditions change while you are using Zoely, for example a close family member
|
|

‘ Important things to know about combined hormonal contraceptives (qHCs): If you are unsure, talk to a doctor as some of these symptoms BLOOD CLOTS IN AN ARTERY
such as coughing or being short of breath may be mistaken for

- Theyareoneofthemostreliable reversible methods of contraception ifused correctly. o oot inadi omifyvou - __ _]_{suchascoughing or being short of breath may be mistakenfor | I A
hThey slightly increase the risk of having a blood clot in the veins and a@t:ies, especially in the See ent icat sittention if you: ﬂ» a milder condition s‘uch as a respiratory tract infection (e.g., a ﬁ What can happen if a blood clot forms in an artery?
Like a blood clot in a vein, a clot in an artery can cause serious problerlws. For example, it can cause a

‘common cold’). ‘

‘ first year or when restarting a combined hormonal contraceptive foIIowin a break of 4 or more

weeks « notice possible signs of a blood clot that may‘mean you are suffering from a blood clot in the

|
I I
I be alert and doctor if vou think h " £ blood clot ( leg (i.e., deep vein thrombosis), a blood clot in the lung (i.e., pulmonary embolism), a heart Symptoms most commonly occur in one eye: Retinal vein thrombosis heart attack ora stroke. |
T rleasebea Ier j”l see your doctor if you think you may have symptoms of a blood clot (see attack or a stroke (see “Blood clots” section below). - immediate loss of vision or (blood clot in the eye) | hati sk of a blood clot |
‘ section 2"Blood clots”). ‘ For a description of the symptoms of these seripus side effects please go to “How to recognise a + painless blurring of vision which can progress to loss of vision ‘ Factors that increase your risk of a blood clot in an artery
‘ Read all of this leaflet carefully before you start using this medicine befause it contains bloog clot” h . health d v involvi fthe it tioned in thi + chest pain, diSCOfEfOFt/ pressure, heaviness Heart attack ‘ It isimportant to note that the risk of a heart attack or stroke from usiAg Zoely is very small but can
GLUE AREA important information for vou. + notice any changes in your own health, espedially involving any of the items mentioned in this . sensation of squeezing or fullness in the chest, arm or below increase:
p y I : 7. ‘
. . . . eaflet (see also in section 2’Do not use Zoely|; do not forget about the changes in the health of the breastbone: o with i . .
Keep this leaflet. You may need to read it again. our immediate family); stbone; (l ) ) ‘ with increasing age (beyond about 35 years);
« If you have any further questions, ask your doctor, pharmacist or nurse. . zeel 2 lumb in vour era'st' - fullness, indigestion or choking feeling; _ - if you smoke. When using a combined hormonal contraceptive like Zoely you are advised to
« This medicine has been prescribed for you only. Do not pass it on to othe{rs. It may harm them. . ex eriencz s :1 toms of’an ioedema such al swollen face. tonque and/or throat and/or + upper body dlscoﬂnfort radiating to the back, jaw, throat, arm ‘ stop smoking. If you are unable to stop smoking and are older thaw 35 years your doctor may
- If you get any side effects talk to your doctor, pharmacist or nurse. This iwcludes any possible side dif%cult SW;IIIO\F/)vin or hivegs together with dﬁfﬁcult breat'hin g and st.omach; N o ‘ advise you to use a different type of contraceptive;
effects not listed in this leaflet. See section 4. o t ﬂ? dici g( 50| " y2‘Oth 9 dici d Zoely); - sweating, nausea, vomiting or dizziness; . ifyou are overweight; ‘
‘ ‘ + are going to use other medicines (see also in section er medicines and Zoely"); - extreme weakness, anxiety, or shortness of breath; ‘ . if you have high biood pressure;
What is in this leaflet + are to be immobilised or are to have surgery (tell your doctor at least four weeks in advance); + rapid or irregular Iieartbeats + ifa member of your immediate family has had a heart attack or strc*ke at a young age (less than
+ have unusual, heavy vaginal bleeding; - - . . . . .
e S T T e s e e e e e e e 4‘ —— —— —— —— —— —|+forgot one or more tabletsin the first week (ﬂiﬂqe‘mistﬁpmm had unprotected intercourse | —|* sudden weakness or numbness of theface;armorteg, — —| Stroke~ — — — — — + 4'&1bout5ayears)irl'§h15£asgyauxc.1uld also hayeahlg{]ernsk ofh - g-aheartattackor stroke;
1. What Zoely is and what it is used for . . ) , , ; ; . - if you, or someone in your immediate family, have a high level of fat in the blood (cholesterol or
5. What vou need to know before vou use Zoel | in the seven days before (see also in section 3|'If you forget to take Zoely"); especially on one side of the body; . | trglycerides):
3. How t)cl> use Zoel ! g » have severe diarrhoea or experience severe vomiting; - sudden confusion 'Frou'ble speaking or understanding; - if gO)L/J et mi ’raines especially migraines with aura; ‘
‘4. Possible side effgcts ‘ - miss periods and suspect you may be pregnant (do not start the next blister pack until your : suggen troulg:e s€ III?'g 'ndo.ne. or bolth eyefst;) | ‘ . if zou Eave agproble;n V\F/)ith yoiljr hgart (valve disordér disturbance (?fthe rhythm called atrial
’ doctor tells you, see also in section 3°If you have missed one or more periods’). + sudden trouble walking, dizziness, loss of balance or g !
‘g EOV\; totsto;etfoely < and other i ’ ‘ Y Y T P coordination; ‘ .ﬁfbrlllal:lon) diabet ‘
. Contents of the pack and other information . . . . sudd | d headache with no k . - if you have diabetes.
Tell your doctor if any of the following conditions apply to you. sudden, severe or prolonged headache with no Known cause;
‘ ‘ If the condition develops, or gets worse while yoFu are using Zoely, you should also tell your doctorif | * loss of consaousn‘ess or fainting with or without seizure. ‘ - . L . )
‘ ‘ you have: ‘ ‘ ‘ ‘I;ym; have mck)):e tgar: one of E)hese condl(';lons or if any of them are particularly severe, the risk of
o - y . . . . . . ; ; ; i t may be increased even more.
1. What Zoely is and what it is used for - hereditary and acquired angioedema. Consult your doctor immediately if you experience Sometimes the symptoms of stroke can be brief with an almost eveloping a blood clof If . . l .
| ! symptoms of angioedema such as swollen fa&e, tongue and/or throat and/or difficulty immediate and full recovery, but you should still seek urgent | Iflany;)fthle abovicondmo.ns changtE Wh'ls ygufare usll(ng Zoely, for edample, you sltatrt :mo.kla’?,ta I
| Zoely is a contraceptive pill that is used to prevent pregnancy. | swallowing or hives, together with difficulty Breathing. Medicines containing oestrogens may medical attention as you may be at risk of another stroke. ‘ ;(;)lft‘ed?)réli))t{ member experiences a thrombosis for no known reason or you gain a lot of weight, te
. . . T T .
All 24 white fi ted tablet tive tablets that contai | ‘ t of two different |nq|uce Of( worsen S);'rnptz()rgtshOf ang:jo.e'dema, d Zoely) « swelling and slight blue discolouration of an extremity; Blood clots blocking other ‘ ‘
. white film-coated tablets are active tablets that contain a small amount of two differen - epilepsy (see in section 2 ‘Other medicines and Zoely’); . severe pain in your stomach (acute abdomen). blood vessels
female hormones. These are nomegestrol acetate (a progestogen) and elitradiol (an oestrogen). - liver disease (for instance jaundice) or gallbla?der disease (for instance gallstones); P Y %cs?::ancer has been detected slightly more often in women usin lombined contraceptives
.| Theayeliowfim-coated tablets are inactive tablets that do not contain hormonesand are called - diabetes; g oToNAVEN | Breastcancerhas been det sed by the combined pills. For example, it may be.that tumotrs.are — —— —
placebo tablets. - depression; ‘ ‘ detected } bined pills b thev have breast ination by their doct
- Contraceptive pills that contain two different hormones, like Zoely, are called ‘combined pills. - Crohn’s disease or ulcerative colitis (chronic inflammatory bowel disease); What can happen if a blood clot forms in a vein? etec eft moArfetln v:omgn o?hcom 'E‘.g S' S.” iﬁagse eydayek re?js ‘eﬁ(amga lon Py their doctor
- . - . . . ) : more often. After stopping the combined pill, the increased risk gradually reduces.
«  Nomegestrol acetate, (the progestogen in Zoely), and estradiol (the oest*ogen in Zoely) work + systemic I.upus eryfchematosus (SLE-a d|§eas¢ affecting your n'atural dgfencg system); ' . The use of combiAed hormonal contraceptives has been connected with an increase in the rile of Itis important to check your breasts regularly and you should contactyour doctor if you feel any
Package leaflet: Information for the user ‘ together to prevent ovglgtlon (release.ofan egg from the ovary) and to eruce the chanceofany . h‘aemolyt|c uraemic sypdrome (HL_JS - adisorder of blood clotting causing failure of the kidneys); blood clots in the vein (venous thrombosis). However, these side effects are rare. Most frequenfly, lump. You should also tell your doctor if a close relative has, or ever haLj breast cancer (see section 2
A released egg being fertilised and making you pregnant. - sickle cell anaemia (an inherited disease of the red blood cells); they occur in the [‘PI/I’St year of use of a combined hormonal contraceptive. "Warnings and precautions’)
‘ - elevated levels of fat in the blood (hypertriglﬁceridaemia) or a positive family history for this - Ifa blood clot forms in a vein in the leg or foot it can cause a deep vein thrombosis (DVT). .
ZO @ ® ‘ conditiorj._Hypfe]rtrigchgrida?mia has been associated with an increased risk of developing - Ifablood clot travels from the leg and lodges in the lung it can cause a pulmonary embolism. In rare cases, benign (noncancerous) liver tumours, and in even rarer cases malignant (cancerous)
2.5 mg/1 D mg @ 2. What you need to know before you use Zoely gi?ﬁ;éﬁ;sagignai??;zt&?nz J:Zgratiziiis%’( uperficial thrombophlebitis); - Veryrarely a clot r%ay form in a vein in another organ such as the eye (retinal vein thrombosis), liver tumours have occurred in pill users. Contact your doctor if you hﬂve unusual severe abdominal
. . . ! pain.
film-coated tablets I ‘ * varicose veins, ) T ) ) When is the risk of éeveloping ablood clot in a vein highest? ‘
nomegestrol acetate/estradiol General notes ‘ . ? conldl':]lon that oc(currf]d fqr thle first tlmf1 or;l/v[or;.ened duerl;g l;lregz?nhcy or prewtcn:.s u§e[°L The risk of developing a blood clot in a vein is highest during the first year of taking a combined ‘ Cervical cancer is caused by an infection with the human papilloma virus (HPV). It has been
. . . L emale hormones {€.g. hearing loss, porphyria |a disease or the blood], herpes gestationis |skin hormonal contraceptive for the first time. The risk may also be higher if you restart taking a i i i i i
‘ scleocttsi?n 2. Itis particularly important to read the symptoms of a blood clot - see section 2 “Blood suiden movehmcclen';]sl of the k()odlzl. OCCll,Ill’]); o 5 . oateh e 4 weeks or more. ‘ ‘ behaviour. P ’ 'T'
clots” « or have ever had chloasma (a skin yellowish-brown pigment patches, so called ‘pregnancy
= — TSNS, — — — T— fore vou can begin taking Zoelv vour doctor will askvou about vou “malhealth history | —patches, particularly on the face). If so, amd{_oomuchﬁxpgsumjojhesun or ultraviolet light; ﬁAfteHheﬁrs%yeaﬁhFrisk@etgsmaHer but is-always slightly-higher-than-if you-were not-using ﬁ — Meningiomas — — — — — — — — — — — — L —_ — — — — — =
Before you can begin taking Zoely, your doctor will ask you about your personal health history ’ combined hormonal contraceptive. Use of nomegestrol acetate has been linked to the development of a denerall benign tumours of
‘ and that of your close relatives in order to give you an individual advice on the Also tell your doctor if: ‘ ‘ ‘ the tissue Iayger between the brain and the skull (meningiorina) Therris increa)sles esgecially when
‘ t?teat?iwe:tghe dloctorr;/wll a:so 2eastlf1rerytoutr blood pressure and, depending upon your personal - aclose rglative has or has gfver had brffast capécer% | _ . . Blood | When you stop Zoely{ your risk of a blood clot returns to normal within a few weeks. ‘ you use it at high doses for longer duration (several years). If you are d‘;agnosed with meningioma,
HSHIOn Ay S0 carly O some oer e : zgﬂ Egse j?.lr;togpisgarflgirr‘tﬁr):oﬁoaurea;et gn i):?cl:ga 25 2;Ifocf)?)?otc;rc];(celgtese\l(gj‘:f\t(;z?dzaskc;%urcc?;i)t’or h h k of devel blood cl your doctor will stop your treatment with Zoely (see section ‘Do not usfe Zoely’). If you notice any
. . L . . . . * : What is the risk of developing a blood clot? in visi i i i inging i
‘ This leaflet, describes situations where you should stop taking the pill, or \*/here pill protection how soon after delivery you can start taking §OG|Y~ The risk depends on Jour nztu?al risk of VTE and the type of combined hormonal contraceptive yLu Z);r:;pl?sr:;;;l:’gﬁshc:aa;agciselsnt\r/‘lgoxo(:;ghs\?v?tlE%Sﬁc;uE‘)qlir:’()lf)l/ulgér;e:;i)%s;eeasrvvgeilicl)(snsegg Tlr??cl,z? ;rr],:;e
‘ against pregnancy may be decreased. In such situations you should not hﬂve sex or you should ‘ are taking ‘ or Ie’gs . must’tell your doctor straightaway ’ ’ ’
V3IdYy AN1O take extra non-hormonal contraceptive precautions, e.g., use a condom or'another barrier BLOOD CLOTS ’ ' : |
‘ method. Dobnot use r:yth,? cl)r temhperaturle r;:ethodgThese methods (Ta* not Iprotect aaainst . . . ‘ . . . The overall risk of a b‘lood clotin the leg or lung (DVT or PE) with Zoely is small. ‘ Psychiatric disorders
‘ pregnancy ecause the pill alters the usual changes in temperature an ce‘rwca mucus that occur Using a comblneq hormoqal contraceptive such as Zoely increases your risk of developing a blood - Out of 10,000 women who are not using any combined hormonal contraceptive and are not ‘ Some women using hormonal contraceptives including Zoely have reLorted depression or
during the menstrual cycle. clofc compagelld with not using one. In rare cases a blood clot can block blood vessels and cause pregnant, about 2 will develop a blood clot in a year. depressed mood. Depression can be serious and may sometimes lead|to suicidal thoughts. If you
serlous problems, « Out of 10,000 worhen who are using a combined hormonal contraceptive that contains i i i i
‘ _Zoely, Iik: %ther horr.nonal conil:rafcep.tives, :.O:.S not protect ag.aindst. ht‘:man defici ‘ levonorgestrel, ncrj:ethisterone, or n%rgestimate, about 5-7 will develgp a blood clot in a year. ‘ g?gggﬁgieprgfs?géhanges and depressive symptoms contact your dortor forfurther medical advice
‘ immunodeficiency virus (HIV) infection (which can cause acquire |mYnuno enciency Blood clots can develop ] ) « Therisk of a blood clot with Zoely compares to the risk with a combined hormonal contracept‘ve
syndrome, AIDS) or any other sexually transmitted disease. ‘ « inveins (referred to as ‘venous thrombosis, ‘'venous thromboembolism’ or VTE) that contains levonorgestrel Lab ‘
T — = - — — — — — — — — — — — — — — — — ———inthearteries {referred to-as an‘arterial thrombosis; arterial thromboemboliss or ATE)-- — — - Tha risk of having mowcﬁwﬂwawacﬁrd‘m@ monerfsonm‘m@ﬁcarhimy@e*FéctﬁJ@* wioﬁto:%tgits nv blood or urinary test, tell your doctor that you aré using Zoely as it may affect
‘Do not use Zoely J Recovery from blood clots is not always compleﬁe. Rarely, there may be serious lasting effects or, that increase your‘ risk of a blood clot” below). ‘ th)éorléjéﬁs g}/lsr;?naeni/estgo or urinary test, tell your doctor that you arF using Zoely as it may affect
You must not use Zoely if you have any of the conditions listed below. If you do have any of the very rarely, they may be fatal. ) ‘
|conditions listed below, you must tell your doctor. Your doctor will discuss with you what other form | Risk of developing a blood C'?t Child d adol ¢
of birth control would be more appropriate. It is important to remember that the overall risk of a harmful blood clot due to Zoely is small. in a year fidren and adolescents . .
pprop P r y ‘ ‘ No data on efficacy and safety are available in adolescents below 18 years
‘ . . . . Women who are noh: using a combined hormonal pill and are | About 2 out of 10,000 women |
- if you have (or have ever had) a blood clot in a blood vessel of your legs (Feep vein thrombosis, HOW TO RECOGNISE A BLOOD CLOT ‘ not pregnant | | Other medicines and Zoely ‘
DVT), your lungs (pulmonary embolism, PE) or other organs; - — - - \ T . .
- if you have a disorder affecting your blood clotting - for instance, protein C deficiency, protein S Seek urgent medical attention if you notice any of the following signs or symptoms. Women using a coanmed hormonal contraceptive pill About 5-7 out of 10,000 Womeq Egdﬁgiﬁgocmf or pharmacist if you are taking, have recently taken or might take any other
deficiency, antithrombin — Il deficiency, Factor V Leiden or antiphospholipid antibodies; containing levonorgestrel, norethisterone or norgestimate " . . . L .
. . . . S . ! Also tell any other healthcare professional who prescribes or dispenses another medicine that you
- if you need an operation or if you are off your feet for a long time (see se{:tlon Blood clots); s —— - ‘ |
. ifyou have ever had a heart attack or a stroke; Are you experiencing any of these signs? What are you possibly - - use Zoely. ‘
if you have ever had angina pectoris (a condition that causes severe chest pain and may be a first suffering from? Women using ZOQM AI:;]out the ;amg ?]5 with | ‘ + There are medicines that can make Zoely less effective in preventing pregnancy, or can cause
* other combined hormona i i ici .
‘ sign of blocked blood vessels around your heart, known as heart attack) Pr transient ischaemic - swelling of one leg or along a vein in the leg ?r foot especially | Deep vein thrombosis ‘ contraceptives including ‘ L_Jneexipl)eec;ceczlebIee(;lilrr:]gi;a'l(;:ise Ihnecr:u?oei?eﬂgégfaféiiltis:gzzwaze ine. oxcarbazepine
attack (TIA — temporary stroke symptoms); when accompanied by: contraceptives containing tc? irzt\)myatégferl)bamate)' » phenytoin, p . pine, pine,
- if you have any of the following diseases that may increase your risk of a *:Iot in the arteries: - pain or tenderness in the leg which may be felt only when ‘ levonorgestrel ‘ tuEercqusi’s g rifamblin); %
- — — — — — —— —— —— —— —— — — =severe diabetes with blood vessetdamage; — — — ~——~————— — —| —standingorwatking— — — — — —(— — — — 1 — — — — — — —] T N g, oo e T R e e — — — — — —
e anboodprese ] e amin iheaticedies | Factorsthatnctase your ik of a blood ot na vei |V itecton eq it o S |
‘ - avery hl.gh level of certain fat in the blqod (cholesterol or trlglycerldesF; - change in colour of the skin on the leg e.g. t‘urnlng pale, red The risk of a blood cI‘Pt with Zoely is small but some conditions will increase the risk. Your risk is ‘ _ other infectious diseases (e.g. griseofulvin);
- a condition known as hyperhomocysteinaemia; or blue higher: - high blood pressure in the BI;)od vessels in’the lungs, known as ﬁulmonar arterial
- ifyou have ever had a type of migraine called ‘migraine with aura’; ‘ ‘ . ifyou are very ovérweight (body mass index or BMI over 30 kg/m?); ‘ hygpertensior:m (bosentan). 95 Y

- ifyou have ever had inflammation of the pancreas (pancreatitis) associaWed with high levels of
‘ fat in your blood;
- if you have ever had a severe liver disease and your liver function is not yft working normally;

+  if one of yourimmediate family has had a blood clot in the leg, lung or other organ at a young - The herbal product St. John’s wort (Hypericum perforatum) may aIscL stop Zoely from working

age (e.g., below the age of about 50 years). In this case you could have a hereditary blood

properly. If you want to use herbal products containing St. John's Mort while you are already
clotting disorder;

using Zoely you should check with your doctor first.

= ifyou have ever had a benign or malignant tumour in the liver; . - if you need to have an operation, or if you are off your feet for a long time because of an injury - Ifyou are taking medicines or herbal products that might make Zoely less effective, a barrier
» ifyouhave ever had, orif you may have, cancer of the breast or the genital organs; ) orillness, or you have your leg in a cast. The use of Zoely may need to be stopped several weeks contraceptive method should also be used. Since the effect of another medicine on Zoely
« if you have meningioma or have ever been diagnosed with a meningioma (a generally benign ’

‘ tumour of the tissue layer between the brain and the skull). can start using it again.

- if you have any unexplained bleeding from the vagina;

contraceptive method for that long. ‘

| before surgery or while you are less mobile. If you need to stop Zoely ask your doctor when yof may last up to 28 days after you stop the medicine, it is necessary to use the additional barrier
‘ |
| |
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' Your period will start during the 4 days that you use the yellow rﬂﬁ:eﬁofota‘ﬁretﬂ?oﬁll@’wmrmalﬁléeﬂmgf ]

Some medicines can increase the levels of the active substances clf Zoely in the blood. The effectiveness of the pill
is maintained, but tell your doctor if you are using anti-fungal me{jicines containing ketoconazole.

If you forget to take chely

If you vomit or have severe diarrhoea ‘
If you vomit within 3-4 hours of taking a white active talblet, or you have severe diarrhoea, there is a risk that the

Zoely may also interfere with the working of other medicines - such as the antiepileptic lamotrigine.

The Hepatitis C virus (HCV) combinations regimens ombitasvir/pgritaprevir/ritonavir and dasabuvir with or
without ribavirin; glecaprevir/pibrentasvir or sofosbuvir/velpatasg/ir/voxilaprevir (see section 4.4) may cause
increases in liver function blood test results (increase in ALT liver enzyme) in women using CHCs containing
ethinylestradiol. Zoely contains estradiol instead of ethinylestradibl. It is not known whether an increase in ALT
liver enzyme can occur when using Zoely with this HCV combination regimen. Your doctor will advise you.

Pregnancy and breast-feeding L
Zoely must not be used by women who are pregnant, or who think they may be pregnant. If you get pregnant while
using Zoely you should stop using Zoely immediately and contact your doctor.

Zoely is not usually recommended for use during breastfeeding. Ifyﬁu wish to use the pill while breast-feeding, you
should check with your doctor.

e.

Driving and using machines
Zoely has no or negligible effect on your ability to drive and use mac‘hines.

Zoely contains lactose ‘
If you have been told by your doctor that you have an intolerance to‘some sugars, contact your doctor before taking
this medicine.

Ask your doctor or pharmacist for advice before taking any medicin

3. How to use Zoely

Always use this medicine exactly as your doctor or pharmacist has tqld you. Check with your doctor or pharmacist if
you are not sure. ‘

When and how to take the tablets

The Zoely blister contains 28 film-coated tablets: 24 white tablets Wi{h the active substances (number 1-24) and

4 yellow tablets without active substances (number 25-28). ‘

Each time you start a new blister of Zoely, take the number 1 white active tablet in the left-hand top corner (see
‘Start’). Choose from the 7 stickers with day indicators the one in the grey column that begins with your starting day.
For example, if you start on a Wednesday, use the day label sticker that starts with "WED" Place it on the blister, just
above the row of white active tablets where it reads ‘Place day label I?ere’. This allows you to check whether you took
your daily tablet.

Take one tablet each day at about the same time, with some water if necessary.

Follow the direction of the arrows on the blister, so use the white actrve tablets first and then the yellow placebo
tablets.

Usually it will start 2-3 days after you use the last white active tablet
next blister. ‘
Start taking the next blister immediately after you use the last yellow placebo tablet, even if your period hasn't
finished. This means that you will always start a new blister on the sa%e day of the week, and also that you have your
period on roughly the same days each month.

Some women may not have their period every month when they anJ using the yellow placebo tablets. If you have
taken Zoely every day according to these directions, it is unlikely tha} you are pregnant (see also section 3'If you have
missed one or more periods’). ‘

If you have not used a contraceptive with hormones in the previousimonth

Begin with Zoely on the first day of the cycle (that is the first day of ))our period). If you start Zoely on the first day of
your period you are immediately protected against pregnancy. You qo not need to use an additional contraceptive
method.

nd may not have finished before you start the

Starting your first pack of Zoely

Changing from another combined hormonal contraceptive (combined pill, vaginal ring, or transdermal patch)

You can start Zoely preferably on the day after you have taken the last active tablet (the last tablet containing the
active substances) of your present pill blister (this means no tablet-free break). If your present pill blister also contains
inactive (placebo) tablets you can start Zoely on the day after taking the last active tablet (if you are not sure which
this is, ask your doctor or pharmacist). You can also start Zoely later, ﬁ;ut never later than the day following the tablet
free break of your present pill (or the day after the last inactive tablet of your present pill). In case you change from a
vaginal ring or transdermal patch, it is best to start Zoely on the day you remove the ring or patch. You can also start,
at the latest, on the day you would have started using the next ring dr patch.

If you follow these instructions, it is not necessary to use an additional contraceptive method. If you have any
concerns about whether you are protected please seek the advice of|your doctor.

Changing from a progestogen-only pill (minipill) ‘
You can switch any day from the progestogen-only pill to start Zoely|on the next day, but you must use a barrier
method of contraception (for example, a condom) during the first 7 days that you are taking Zoely.

When changing from a progestogen-only injectable, implant or a hormone-medicated intrauterine system (IUS)
Start using Zoely when your next injection is due or on the day that J'our implant or IUS is removed. But if you are
having intercourse, make sure you also use a barrier method of contﬂaception for the first 7 days that you are taking

Zoely.

After having a baby ‘

You can start Zoely between 21 and 28 days after having a baby. If y&u start later than day 28, you must use a barrier
method of contraception (for example, a condom) during the first 7 days that you are taking Zoely. If, after having a
baby, you have had sex before starting Zoely, you must first be sure that you are not pregnant or you must wait until
your next period. ‘

If you are breast-feeding and want to start Zoely after having a baby, see section 2 ‘Pregnancy and Breast-feeding'
Ask your doctor or pharmacist what to do if you are not sure when tc$ start.

After a miscarriage or an abortion ‘
Follow the advice of your doctor. ‘

If you take more Zoely than you should ‘

There have been no reports of serious harm from taking too many Zoely tablets. If you have taken several tablets at
once, then, you may feel sick (nausea), vomit or bleed from the vagirj)a. If you have taken too many Zoely tablets, or
you discover that a child has taken some, ask your doctor or pharma%ist for advice.

The following advice ohly refers to missed white active tablets.
- if you are less than 24 hours late taking a tablet, the pill protection against pregnancy is
tablet as soon as pos%ible and then take the next tablets at the usual time.

becoming pregnant |£
should follow the rul ‘ s given below.
Day 1-7 of white active tablet intake (see picture and schedule)

I-same time-and conti

that case, contact your‘doctor immediately.

Day 8-17 of white activqbtablet intake (see picture and schedule)
Take the last missed ta

tablet, the protection
taken your tablets corrfctly for 7 days in a row.
Day 18-24 of white acti\fe tablet intake (see picture and schedule)

placebo tablet interval‘ By adjusting your intake schedule this higher risk can be prevented.

correctly in the 7 days |P
taken your tablets corréctly for 7 days in a row.
Option 1

like bleeding while taking the white active tablets.
Option 2 1

Stop taking the white
the total number of pl
tablets intake, start thq next blister.

contact your doctor (as you may not have been protected from being pregnant).

before you start with tlﬁe next blister.

The following advice ol‘ulv refers to forgotten yellow placebo tablets

tablet(s) you missed add start taking the tablets of the next blister at the usual time.

Picture ‘
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Schedule: if you are 24‘or more hours late taking white active tablets

you miss white active tablets at the beginning or at the end of the blister.

There is a particularly high risk of you becoming pregnant if you miss white active tablets close to t

The last 4 yellow tablets of the fourth row are placebo tablets which do not contain active substan
to take one of these tablets the Zoely protection against pregnancy is maintained. Throw away the yellow placebo

maintained. Take the

- if you are 24 or more hours late taking a tablet, the pill protection against pregnancy may be rec1uced.The
more tablets you have forgotten, the higher your risk of becoming pregnant. There is a particula

rly high risk of
Wherefore you

Take the forgoten white active tablet as soon as possible even if this means that you have to take tvl/o tablets at the
e-to-take the nexttablet-at the usual time. However,-use a-barrier method ntraception-
(for example a condom) as an extra precaution until you have taken your tablets correctly for 7 days in a row.

If you had sex in the wéek before missing the tablets, there is a possibility of you becoming or bein¢ pregnant. In

let as soon as you remember (even if this means taking two tablets at the s;me time) and

take the next tablets at the usual time. If you have taken your tablets correctly in the 7 days prior to‘the missed
gainst pregnancy is not reduced, and you do not need to use extra precauti

you have missed morjthan 1 tablet, use a barrier method such as a condom as an extra precautionTuntiI you have

ns. However, if

Le yellow

Take the last missed wl%ite active tablet as soon as possible even if this means that you have to take‘ two tablets at
the same time and confinue to take the next tablets at the usual time. Start the next blister as soonLas the white
active tablets in the current blister are finished, so skip the yellow placebo tablets. You may not h

until you take the yeIIoM placebo tablets at the end of the second blister, but you may have light or‘ menstruation

ve your period

jctive tablets and start taking the yellow placebo tablets for a maximum of 3|days so that
cebo plus missed white active tablets is not more than 4. At the end of the

llow placebo

If you cannot remembér how many white active tablets you have missed, follow the first option, usé a barrier
’mﬁhcﬁﬁuﬁ?aﬁccﬁjeﬁasﬁ extra precaution until'you have takenyour tablets correctly for 7 aﬁlsﬁa row, and |

If you have forgotten t? take white active tablets in a blister, and you do not have the expected mo*\thly period
while taking the yellow placebo tablets from the same blister, you may be pregnant. You must contact your doctor

qes. If you forgot

Kora than o
] o while 1 “;ﬂ ",.'-I Ask your daslor Tor advice
e missed -
—
Dy Had sex in lhe pravious |
1-7 week befare ‘.':mzlﬁrﬂl @
= Take the forgotien tablet
s g a bamier medhod {condam)
Tor tha Telkowing 7 days
= Fireah the Bialer
Orily one
. Day po| * Take e forgoien tablet
faker 24 ar 8-17 + Finish the bister
more haurs Lalg)
= Take U Toegotien tabled
| = FirsEal taking te whils tablab
| = Thren araary $re & yoliors Lablain
] = Slarl the reed blister
Davy
(%]
= Stop thie white {ableds
= = Take a yellow tablet for the next 3 days
= Then star the rexl blisler

active substance in Zoely tablets may not have been completely absorbed into your body. The situation is similar to if
you forget a white active tablet. After vomiting or diarrhoea, you must take another white active tablet from a reserve
blister as soon as possible. If possible take it within 24 hcturs of when you normally take your pill. Take the next tablet
at the usual time. If this is not possible or 24 or more hours have passed, you should follow the advice given under “If
you forget to take Zoely” If you have severe diarrhoea, QIease tell your doctor.

The yellow tablets are placebo tablets which do not contain active substances. If you vomit or have severe diarrhoea
within 3-4 hours of taking a yellow placebo tablet, the of Zoely protection against pregnancy is maintained.

If you want to delay your period ‘

Even if it is not recommended you can delay your period by missing out taking the yellow placebo tablets from the
fourth row and going straight to a new blister of Zoely. You may have light or menstruation-like bleeding while using
during the second blister, stop taking the white active tablets
cond blister by taking the 4 yellow placebo tablets , and then

at to do, ask your doctor or pharmacist for advice.If you

this second blister. When you wish your period to begin
and start taking the yellow placebo tablets. Finish the s
start with the next (third) blister. If you are not sure w
want to change the starting day of your period

If you take the tablets according to the instructions, then your period will begin during the placebo days. If you have
to change this day, reduce the number of placebo days - when you take the yellow placebo tablets — but never
increase them (4 is the maximum). For example, if you start taking the yellow placebo tablets on Friday, and you
want to change this to a Tuesday (3 days earlier) you must start a new blister 3 days earlier than usual. You may not
have any bleeding during the shortened period of yellow placebo tablet intake. While using the next blister you may
have light or menstruation like bleeding on white active tablet-taking days.

If you are not sure what to do, ask your doctor or ph#rmacist for advice.

If you have unexpected bleeding ‘
With all combined pills, for the first few months, you ca

rT have some irregular vaginal bleeding (spotting or
breakthrough bleeding) between your periods. You may

need to use sanitary protection, but keep taking your

The following two optibns can be followed: You do not to use-extra precautions if you have mkemuﬁa, | tablets as usual. Irregular vaginal bleeding usually stops once your body has adjusted to the pill (usually after about 3

rior to the missed tablet. If this is not the case, you should follow the first ofthese two
options and use a barrier method of contraception (for example a condom) as an extra precaution until you have

months). If bleeding continues, becomes heavy or startT again, contact your doctor.

If you have missed one or more periods

Clinical trials with Zoely have shown that you may occalionally miss your regular monthly period after Day 24.

If you have taken all the tablets correctly, and you have not vomited or had severe diarrhoea, or used other

medicines, then it is very unlikely that you are pregnant. Keep taking Zoely as usual. See also in section 3If you

vomit or have severe diarrhoea’ or in section 2 ‘OtherTmedicines and Zoely"

If you have not taken all the tablets correctly, or if yol.;r expected period does not happen twice in a row, you may
|

be pregnant. Contact your doctor immediately. Do not start the next blister of Zoely until your doctor has checked
that you are not pregnant.

If you stop taking Zoely ‘
You can stop taking Zoely at any time. If you do not war]t to become pregnant, first ask your doctor about other
methods of birth control.

If you stop taking Zoely because you want to get pregnant it is best to wait until you have had a natural period before
| trying to become pregnant. This will help you to de ine when the baby will be due.

If you have any further questions on the use of this meﬁicine, ask your doctor, pharmacist or nurse.

[
Like all medicines, this medicine can cause side effects, although not everybody gets them.
If you get any side effect, particularly if severe or persistent, or have any change to your health that you think may be
due to Zoely, please talk to your doctor. ‘

4. Possible side effects

An increased risk of blood clots in your veins (venous thLomboemboIism (VTE)) or blood clots in your arteries (arterial
thromboembolism (ATE)) is present for all women taking combined hormonal contraceptives. For more detailed
information on the different risks from taking combined hormonal contraceptives, please see section 2,”What you
need to know before you use Zoely". ‘

The following side effects have been linked with the UST of Zoely:

Very common (may affect more than 1in 10 people): ‘
acne
- changes to menstrual periods (e.g. absence or irreguFarity)

Common (may affect up to 1in 10 people): ‘
decreased interest in sex; depression/depressed mocrd; mood changes
headache or migraine
feeling sick (nausea) ‘
heavy menstrual periods; breast pain; pelvic pain
weight gain

increased appetite, fluid retention (oedema)

Uncommon (may affect up to 1in 100 people): ‘
hot flush

increased sweating, hair loss, itching, dry skin, oily skin
heaviness in limbs f
regular but scanty periods, larger breasts, breast lump, milk production while not pregnant, premenstrual
syndrome, pain during sex, dryness in the vagina or vulva, spasm of the uterus

irritability \

increased liver enzymes

harmful blood clots in a vein or artery, for example:

- inaleg or foot (i.e.,, DVT)

inalung (i.e,, PE)

heart attack ‘

stroke

mini-stroke or temporary stroke-like symptoms kn

- blood clots in the liver, stomach/intestine, kidneysf;:ye.

I The chanceof having-a blood clot may be higherif you have any otherconditions that increase this risk. (See-

section 2 for more information on the conditions that ir{crease risk for blood clots and the symptoms of a blood clot.)
decreased appetite

increased interest in sex ‘

disturbance in attention

dry eye, contact lens intolerance

dry mouth

Rare (may affect up to 1in 1,000 people): ‘

L)wn as a transient ischaemic attack (TIA)

vaginal smell, discomfort in the vagina or vulva
hunger
disease of the gallbladder

reactions have been reported in users of Zoely, but the frequejcy cannot be estimated from

Further inf$rmation on the possible side effect changes to menstrual periods (e.g. absence or irregular) during the
use of Zoelt/j is described in section 3‘When and how to take the tablets; ‘If you have unlexpected bleeding’andIf you
have missed one or more periods’). ‘

Allergic (h))persensitive)
the availab‘e data.

Reporting of side effects

If you get a%y side effects talk to your doctor, pharmacist or nurse. This includes any poisible side effects not listed in
this leaflet.

You can also report side effects directly via Yellow Card Scheme Website: www.mhra.goy.uk/yellowcard or search

for MHRA Yellow Card in the Google Play or Apple App Store. By reporting side effects, Jou can help provide more
information on the safety of this medicine.

| |
5. How to store Zoely

\
Keep this nTedicine out of the sight and reach of children.

Do not use|this medicine after the expiry date which is stated on the blister and carton Lfter EXP.The expiry date
refers to thf last day of that month.

This mediane does not require any special storage conditions. ‘

Combined Pills (including Zoely tablets) no longer required should not be disposed via LNastewater or the municipal
sewage system. The hormonal active substances in the tablet may have harmful effects ‘if they reach the aquatic
environment. Return them to a pharmacy or dispose them in another safe way accordirwg to local requirements.

\ I

6. Contents of the pack and other information

\

What Zoely contains ‘
« The active substances are: nomegestrol acetate and estradiol ‘
White a&tive film-coated tablets: Each tablet contains 2.5 mg nomegestrol acetate a
hemihydrate).
Yellow placebo film-coated tablets: The tablet does not contain active substances. ‘
The othér ingredients are:
Tablet core (white active and yellow placebo film-coated tablets): ‘

Td 1.5 mg estradiol (as

Lactose ‘monohydrate (see section 2 Zoely contains lactose’), microcrystalline cellulose (E460),
(E1201), talc (E553b), magnesium stearate (E572) and colloidal anhydrous silica

Tablet cJ)at (white active film-coated tablets):

Polyvggj)l alcohol (E1203), titanium dioxide (E171), macrogol 3350 and talc (E553b) ‘

Tablet coat (yellow placebo film-coated tablets): %

Polyvinw alcohol (E1203), titanium dioxide (E171), macrogol 3350, talc (E553b), yellow iron oxide (E172) and
black irﬂn oxide (E172)

crospovidone

What Zoely looks like and contents of the pack ‘

The active film-coated tablets (tablets) are white and round. They are coded 'ne’ on both sides.

The placebo film-coated tablets are yellow and round. They are coded ‘p’ on both sides.

Zoely comes in blisters of 28 film-coated tablets (24 white active film-coated tablets ancﬂ 4 yellow placebo film-coated
tablets) paiked in a ply carton. Pack sizes: 28, 84, 168 and 364 film-coated tablets. ‘

Not all pacIL sizes may be marketed. ‘

Marketing Authorisation Holder ‘
Theramex I}eland Limited
3 Floor, Ki%more House, ‘
Park Lane, Spencer Dock,

bublinrt—p — — — — — —
D01 YE64

Ireland

|

|

Manufactdrer

Delpharm Lille S.A.S. ‘

Parc d’Activités Roubaix-Est ‘

22 Rue de'IToufﬂers

CS 50070 \

59452 LYS-LEZ-LANNOY

France ‘ ‘
|
|
|
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