
] Packlgeleaftet: 
Inform1tionfortlleuser 

Vortioxeti.ne .\Mend 5 m& film-coated tablets 
VortloxetloeAscead 10 mg &i.coated t1blds 
Vortioi:etineAsce .. d 15 mg film-coated tllblet.s 
Vortioi:edoe As«od 20 ma film-coated t1blets 

vortioxetine 

Read 1U of this luftet cu-dully before you st.rt t11king this 
medicine because It cootllhu Important lnformadon for you. 

Keep this leaflet. You may need 10 read ii again. 

If you have any further questions. ask your doctor or phannacist. 

This medicine has been prescribed for you only. Do not pass it on 
10 othen.11 may hann lhem, even iflheir signs of illness are the 
same as yours. 

If you gel any side effects, talk 10 your doctor or pharmacist. This 
inc\udesanypossiblesideeffectsnotlis1edinthlsleaflet.See 
section 4. 

Wllatbiathlslelflet 

1. What Vortioxetine Ascend is and what it is used for 

2. What you need 10 know before you take Vorrioxerine Ascend 

3. HowtotakeVonioxerineAscend 

4. Possiblesideeffects 

5. How to store VonioxctineAscend 

6. Contents oftbe pack and other infonnation 

1. What Vordoxedoe Ascend ls and what h ls used for 

VortioxetineAscend contains the active substance Vortioxetine. lt 
belong, to a group of medicines called antidepressants. 

Vortioxetine ascend is used to ireat major depressive episodes in 
adults. 

Vortioxetine Ascend has been shown to reduce the broad range of 
depressive symptoms, including sadness, inner tension (feeling 
anxious),sleep d.islurbances(reducedsleep),reducedappetite, 
difficully in concentrating, feelings ofwonhlessness, los.s ofimerest in 
favourite activities, feeling of being slowed down. 

2. What you need to know before you take Vort:loutine Ascend 

Do not take Vortioieti.ne Ascend 

if you are allergic to Vortioxetine, or any of the other iDgredients 
of this medicine (liSled in section 6). 
if you are laking other medicines for depression known as non­
selective monoamine oxida6C inhi1iitOT8 or selective MAO-A 
inhi1iitors. Ask your doctor if you are uncertain.. 

Waminp 1ad precautions 

Talk to your doctor or pharmacist before laking Vortioxetine Ascend if 
you: 

aretakingmedicineswithaso-calledserotonergiceffect,suchas: 
tramadol and similar medicines (a strong painkillers). 

- sumatriptao and similar medicines with active substance 
names ending in "triptan.," (used to treat migraine). 

Taking these medicines together with VortioxetineAscend may 
increase lhe risk of serotonin syndrome. This syndrome may be 
associated wilh hallucinations, invohmUU")' twitching, accelerated 
heartbeat, high blood pressure, fever, nausea and diarrhoea. 

havehadfits(seizures). 
Your doctor will !Teat you cautiously if you have a history of fits 
or have unstable fit disorders/epilepsy. Fits are a potential risk 
with medicines used to treat depression. Treatment should be 
discontinued in any patient who develops fits or where there is an 
increaseinthefrequencyoffits. 

have had mania 

haveatendencytobleedorbruiseeasily, orifyou are 
pregnant (See 'Pregnancy, breast-feeding and fertility'). 

have low sod.iwn level in the blood. 

are65yearsofageorolder. 

haveaseverekidneydisease. 

haveasevereliver diseaseoraliverdiseasecalledcirrhosis. 

haveorpreviouslyhavehadincreasedpressureintheeyeor 
glaucoma. If your eyes become painful and you develop 
blwred vision during treatment, contact your doctor. 

When you are on antidepressant treatment, including vorrioxerine, you 
may also experience feelings of aggression, agitation, anger and 
initability. lfthlsoccurs,youshouldtalktoyourdoctor. 

Thoughts of 1Uiclde and worse.Ing of your depression 

lfyouare depressedand/orhaveanx.ietydisordersyoucan sometimes 
have thoughl8 of banning or killing yowself. These may be increased 
whenfirststartingantidepressan1s,sincethesemediciDesalltake time 
to work, usually about lwo weeks but sometimes longer. 

You may be more likely to think like this if you: 
- have previously had thoughts about killing or harming yourself. 
-areayoungadult 

Infonnation from clinical trials has shown an increased risk of suicidal 
behaviour in adults aged less than 25 years with psychiatric conditions 
whoweretreatedwithanantidepressant 

If you have thoughts ofbarming or killing yourself at any time, 
contact your doctor or go to a hospital sll1light away. You rnay find it 
helpful to tell a relative or close friend lhat you are depressed or have 
an anxiety disorder, and ask thern to read this leaflet. You might ask 
them to tell you if they thlnk your depression or anxiety is getting 
worse,oriftheyareworriedaboutchangesinyourbehaviour. 

Children .ad adolescents 

Vortioxetine Ascend should nor be used in paediatric patients (under 
18 years ofage) because efficacy has not been demonstrated. The 
safety of¼irtioxetine Ascend in children and adolC5Cents aged 7 to 17 
yearsisdescribedinsection4. 

Other medicines and Vortio1etine.Ascend 

Tell your doctor or pharmacist if you are taking, have recently taken or 
might take any other medicines. 

Tell your doctor or pharmacist if you aJ"C taking any of the following 
medicines: 

pbenelzine, iproniazid, isocarbo:,;azid, nialamide, tranylcypromine 
(medicines to ireat depression called non-selective monoamine 
oxidase inhibitors); you must not take any of these medicines 
togethCT with Vortioxetine Ascend If you have taken any of these 
medicines. you will need to wait 14 days before you start taking 
Vonioxetine Ascend. After stopping Vortio:,;etine Ascend you must 
allow 14 days before taking any of these medicines. 
moclobemide (a medicine to treat depression). 
selegiline, rasagiline(medicinestotreatParkioson'sdisease). 
linezolid(amcdicinetotreatbactcrialinfccrions). 
medicinal products with serotonergic effw e.g. tramadol and 
similar medicines (strong painkillers) and sumatripla.n and similar 
medicineswilhactiveS\Jbslance namesendingin"triptans"(used 
to !Teat migraine). Taking these medicines together with 
Vonioxetine Ascend may increase the risk of serotonin syndrome 
(see setltion warnings and precautions) 
lithium (a medicine to lreat depression and mental disorders) or 
tryptophan. 
medicines known to cause low sodium level. 
rifampicin (a medicine to treat tuberculosis and other infections) 
carbamazepine, phenytoin (medicines to treat epilepsy or other 
illness) 
warfarin, dipyridamole, phenprocoumon, some anlipsychotics, 
pbenolhiazines, tricyclic antidepressants. low-dose acetylsalicylic 
acid and non-steroidal anti-inOammatory drugs (blood thinning 
medicines and medicines used for pain relict). These may increase 
bleeding-tendency. 

Mcdicincsthatincrcasethcriskoffits: 
sumatriptao and similar medicines with active substance names 
endingin"triptans". 
tramadol (a strong painkiller). 
mefloquine(amedicinetopreventandlTeatmalaria). 
bupropion (a medicine to treat depression also used 10 wean from 
smoking). 
fluoxetine,paroxetineandothermedicinestolTeatdepression 
calledSSRI/SNRis,tricyclics 
St John's wort (hypericum perforatum)(a medicine to treat 
depression). 
quinidine (a medicine to treat heart rhythm disorders). 
chlorpromazine,cblorprothixene,haloperidol(medicineslotreat 
mental disorders belonging to the groups called phenothiazines. 
thiox.antheoes, butyrophenones). 

Please tell your doctor if you are taking any of the medicines above, 
since your doctor needs to know if you already aJ"C at risk for seizures. 

If you are having a urine drug screen, taking Vortioxctinc Ascend may 
cause positive results for methadone when some test methods are 
used, even lhough you may not be talcingmctbadone. If this happens, 
a more specific test can be perfonned. 

Vortiontine Ascmd with alcohol 

Combining this medicine with alcohol is not advisable. 

Preanancy, breut-feedlo& 1ad fertility 

If you are pregnant or breast-feeding, think you may be pregnant or 
are planning to have a baby, ask your doctor for advice before taking 
this medicine. 

Pregnancy 

This medicine should not be used during pregnancy unless the doctor 
saysitisabsolutelynecessary. 

If you take medicines to treat depression, including Vonioxetine 
Ascend, during the last 3 months of your pregnancy, you should be 
aware lhat the following effects may be seen in your newborn baby: 
IJouble with breathing, bluish skin, fits, body temperature changes, 
feeding difficulties, vomiting, low blood sugar, stiff or floppy muscles, 
vividreflexes,tcemor,jitteriness,initability, lethargy, constantcrying, 
sleepiness and sleeping difficulties. Contact yo\11 doctor immediately 
if your newborn baby bas any of these symptoms. 

Make sure your midwife and/or doctor know you are on Vortioxcrine 
Ascend. When taken during pregnancy, particularly in lhe last 3 
months of pregnaocy, medicines like Vonioxetine Ascend may 
increase the risk ofa serious condition in babies, called persis1ent 
pulmonary hypertension of the newborn (PPHN), making the baby 
breathe faster and appear bluish. These symptomS usually begin 
duringthefirst24 hoursafterthebabyisbom. lfthishappensto your 
baby, you should contact your midwife and/or doctor immediately. 

If you take Ibis medicine near the end of your pregnancy, there may be 
an increased risk of heavy vaginal bleeding shortly after birth, 
esp«:ially if you have a history of bleeding disorders. Your doctor or 
midwife should be aware that you are taking Vortioxetine Asceod so 
they can advise you. 

Breut-feedi.n& 

ltisexpWedthatlheingredientsofVortioxetineAscendwillpassinto 
breast milk. Vortioxetinc Ascend is not to be used during breast­
feeding. Your doctor will make a decision on whether you should stop 
breast-feeding, or stop using Vortioxetine Ascend talcing into account 
the benefit of breast-feeding for your child, and lhe benefit of therapy 
for you. 

Driving •nd using machines 

This medicine has no or negligible influence on the ability to drive and 
use machines. However, as advene reactions such u.s diziness have 
bcco reported, caution is advised during such activities when 
beginning Vonioxetine Ascend IJeatment or changing the dose. 

Vortio:tetine AJceud contains SodJum 

This medicine contains less than 1 mmol sodium (23 mg) per tablet, 
thatis to sayessentially 'sod.ium-free'. 

3. HowtotakeVortioi:etineAscnd 

Always take lhis medicine exactly as your doctor has told you. Check 
with your doctor orphannacist if you are not sure. 



The TllWllllJlended dose of Vortiox.t:tioe Ascend is IO mg vortiox.t:tine 
taken as one daily dose in adults less than 65 years of age. The dose 
may be incrt:ast:d by your doctor to a =i.mum of20 mg voniox.etine 
per day or lowered to a minimum of 5 mg vortiox.ctine per day 
depending on yoor responst: to treatment. 

For elderly people 65 years of age or older, the starting dose is 5 mg 
vonioxetinetakenoncedaily. 

Method of administration 

Take one tablet widi a glass of water. 
The tablet can be taken with or without food. 
Do not swallow the desiccant capsule found in the bottle. 

Duntioooftrelltrnent 

Take Vortioxctine Ascend for as long as your doctor reeouunends. 

Continue to take Vortioxetine Ascend even if it takes some time before 
you feel any improvement in your condition. 

Treatment should be continued for at least 6 months after you fed well 
again. 

Ir you take more Vortlo:retlne As«nd than you 1hould 

If you take more di.an the prescribed dose of Vonioxetine Ascend, 
contact your doctor or nearest hospital emergency department 
immediately. Have the eootainer and any remaining tablets available. 
Do this even if there are no signs of discomfon. Overdose signs could 
be dizziness, nausea, dianhoea, stomach discomfon, itching of the 
whole body, s\eepine&5 and flushing. 

Followingintakeofdosages several timesbigherthanthe prescribed 
dose, fits (seizures) and a rare condition called serotonin syndrome 
have been reported. 

lfyouforgettotakeVortlo:retiaeAs«nd 

Take the next dose at the usual time. Do not take a double dose to 
make up for a forgotten dose. 

lfyou ,top taking Vordo:retiae Ascend 

Do not stop taking Vonioxetine Ascend without talking with your 
doctor. 

Your doctor may decide to reduce your dose before you finally stop 
taking this medicine. 

Some patients who stop taking Vonioxetine Ascend have experienced 
symptoms such as di12iness, beadache, tingling feelings like pins and 
needles orelectricshock-like fcelings(particularlyinthehead), 
inability to sleep, feeling sick or vomiting, feeling anxious. irritable or 
agitated, feeling tired or shaking. These symptoms may occur within 
lhe first week after stopping Vonioxetine Ascend. 

Ifyouhaveanyfurtherquestionsontheuseofthismedicine,askyour 
doctororphannacist. 

4. Pllfflble side dl'ects 

Like all medicines, this medicine can cause side elJeffl, although not 
everybody gets them. 

In general, the observed side effects were mild to moderate and 
occurred within lhe first two weeks of lreatDlent. The reactions were 
usually temporary and did not lead to cessation of therapy. 

Side effects listed below have been reponed in the following 
frequencies. 

Verycommou:mayalfectmorethan I in IO people 

Comsnon:mayalJect upto I in I0people 
diarrhoea, constipation, vomiting 
dizziness 
itchingofthewho]e body 
abnonnal dreams 
increased sweating 
indigestion 

Uncommon: may affect up to I in I00people 
flushing 
nightsweats 
blurred vision 
involuntaryshaking;(t:remor) 
hallucinations(seeing,h~orfcelingthingslhatarenotlhere) 

lure: may affect up to I in 1,000 people 
• enlarged pupils (mydriasis), which can increase the risk of 

glaucoma (see &eetion 2) 

Not known: frequency cannot be estimated from available data 
low levels of sodium in lhe blood (the symptoms may include 
feelingdizzy,weak,confused,sleepyorverytired,orfee\ingor 
being sick; more &erious symptoms are fainting, fits or falls) 
serotonin syndrome (see section 2) 
allergicreactions,thatmaybeserious,causingswellingofthe 
face, lipa, tongue or throat, difficulties breathing or swallowing, 
and/or a S11ddeo drop in blood pressure (making you feel dizzy or 
lightheaded) 
hives 
excessiveorunexplainedbleeding(includingbruising,nose 
bleeding,gastrointestinalandvaginaJbleeding) 

""" sleepdisorders(insomnia) 
agitation and aggression. Tfyouex.periencethesesideelfects, 
contactyourdoctor(seesection2). 
headache 
iocrease in a hormone called prolactin in the blood 
aconstanturgetomove(akathisia) 
grindingone'steeth(bruxism) 
inability to open your mouth (lockjaw/trismus) 
restless leg syndrome (urges to move the legs to stop 
painfuloroddseosations,oftenoccurringatoight) 
abnonnaJ milky discharge from lhe breast (galactorrhoea) 
sexual dysfunction 

An increased risk ofbone fractures bas been observed in patients 
takinglhistypeofmedicines. 

Anincreasedriskofsexualdysfunctionhasbeenreportedwiththe20 
mg dose, and in some patients this side effect was observed at lower 

•=· 
Addldonal tide dl'ecu In children aud adolescents 

Sideelfectsobserved.withvonioxetineinchildrenandadolescents 
were similar to those seen for adults except for abdominal pain related 
events that were observed more often than in adults and suicidal 
thoughts lhat were observed more often in adolescents than in adults. 

Report1.a1ofsldeell'ects 

If you getaoy side effects, talk to your doctor orphannacist. This 
includesanypossiblesideeffectsnotlistedinthisleafl.et.Youcanalso 
report side effects directly via Yellow Card Scheme Website: 
www.mhra.gov,uk/yellowcard or search for MHRA Yellow Card in lhe 
Google Play or Apple App Store. By reporting side elfects, you can 
help provide more information on the safety of this medicine. 

5. Dow to store Vortlo:redue AKend 

Keep this medicine out of the sight and reach of children. 

Do not use this medicine after the expiry date that is stated oo the 
carton, label and blister after EXP. The expiry date refers to the last 
dayofthatmonth. 

This medicinal product does not require any special storage 
conditions. 

Shelflife after opening the bottle is 90 days. 

Do not throw away any medicines via wastewater or household waste. 
Ask your pharmacist how to throw away medicines you no longer use. 
These measures will help to protll(lt the environment. 

6. Conte1111 oftbe pack and other information 

What Vort1o.1etineAKend contain• 

The active substance is vortioxetine. Each film-coated tablet 
contains 5, 10, 15 or 20 mg Vonioxetine (as bydrobromide) 
The other ingredients are Cellulose microcrystalline, Maize starcb, 
CroKannellose sodium, Hypromellose, Magnesium stearate, 
Polyvinyl alcohol pan. hydrolyzed, Talc, Titanium dioxide (El 71), 
glycerol monocaprylocapratc (type I), Sodium lauryl sulfate, Iron 
OxidcRcd(El72): for5mg, 15mg&20mg, Iron Oxide Yellow 
(El72):forl0mg&15mg. 

Wh11 Vortio.1etiueAJteud looks like aud contents oftbe pack 

Yonio11erine Ascend S me mm-coated 1ahJe1s 
Pink, round shaped, film coated tablets, debossed with ftV5" on one 
side and plain on other side, may have matt finish appearance. 

Yorrioxetine Ascend IO ms fibn:coated tablets 
Yellow, round shaped, film coated tablets, debossed with "VI0" on 
one side and plain on other side, may have matt finish appearance. 

Yonioxetine Ascend \ , mg film-coated tablets 
Orange, round shaped, film coated tablets, debossed with "VIS" on 
one side and plain on other side, may have matt finish appearance. 

vonjoxetjpe Ascend 20 mg fihn:coated tablets 
Red, round shaped, film coated tablets, debossed with "V" on one side 
and ft20" on other side, may have matt finish appearance. 

VortioxetineAscendlilm-coatedtabletsareavailableio 
Blister: 

AJu-AJudesiccantblisterof7tabletsandl4tablets 
Packed in canons of 7, 14, 28, 56 or98 tablets. 

- Multipackcontainingl26(9xi4)tabletsand 
490(5x(98,; l))tablets. 

Perforated unit dose blister: 
Alu-Alu desiccant perforated unit dose blister of7 tablets and 
14tablets. 
Packed in canons of7, 14, 28, 56 or98 tablets. 
Muhipackcontaining: 126 (9 x l4)tablets and 
490(5 x (98x l))tablets. 

HOPE Bottle pack containing 30, 90, 100 or 200 tablets 

Not all strengths and/or pack sizes may be marketed. 

Marketing: Authorisation Dolder 

Ascend Laboratories (UK) Limited 
ElsleyCourt,20-22 
Great Titchfield Street 
London, WI W 8BE 
United Kingdom 

Manufacturer 

Ascend Laboratories (UK) Limited 
4thfloor,CavendishHouse, 
369 Burnt Oak Broadway, 
Edgwarc, HAS SAW 
United Kingdom 

Tbhltaftetwulastrevlsedlol0/2025 

Torequestacopyofthisleafletinbraille,largeprintoraudio 

pleasecall,freeofcha,-ge:08(100470073 
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