
Rosemont:> Package Leaflet: lnfonnation for the user 

-------Lisinopril 1 mg/ml oral solution 
llsinopnl 

RNd ■I of this leaflet e.ref11ly bllfor. you start taking this medicine because it contains important 
lnfonnatlon for you. 
■ Keep this l a■ flet. You may need to read it again. 
■ If you hew any further questions, 11sk your doctor or pharmacist. 
■ This medicine hes been prescribed for you only. Do not pass it on to others. It m 11y herm them, even lf 

thelr slgnsof lllnessere thetemeesyours. 
■ If you get eny side effects, talk to your doctor or phermecist. This includes any possible side effects not 

li,tedinthis loafl9t.Seesection4. 

Wh■tisinthisleaflet 
1. wti.t lninopril 1 mg/ml Of111 solution Is and what 

lt l9 utedtw 
2. wt..t you need to know befor9 you t.b Umopril 

1mg/mloralsolution 
3. How to t.i. Lisinoprl 1 mg/ ml oral solution 
4. Pvsslble side .rr.cts 
5. How to .tor. Lisinopril 1 mg/ ml onil solution 
8. Contanb of the ;ck and oth• infonnation 

M!i'MM@lt@W 
Llslnoprll 1 m9!ml oral solution contains a medicine 
called tlIlnopnl. This belongs to a group of medicines 
called ACE lnhlbltora. 
Llslnoprll can be used for the following conditions: 
■ to treet high blood pressure (hypertension) 
■ to treatheartfailure 

■ 1~~~~j recently had a heart attack (myocardial 

■ to treet kidney problems ceused by Type II dlebetes 
In people with high blood pressure. 

Llslnoprlt worts by making your blood vessels 
widen. This helps to lower your blood pressure. It 
also makes It easlarfor yoor heart to pump blood to 
all parts of your body. 

2 Whet you need to know before you take 
Lisinopril 1 mg/ml oral solution 

Do not taM Uslnoprtl 1 mglml oral solution If: 
■ you are allergic (hypersensitive) to llslnoprll or 

any of the other ingredients of Uslnoprll 1 mg/ml 
oral solution (llsted in Section BJ 

• Xcer:~~~~~ci~i~:11~~~~:.:1~~0~:; 
have caused swelling of the ha!Kls, feet. ankles, 
fa~• lips, tongue or throat It may also have made 
1t difficult to swallow or breathe (1mgioedam11) 

■ a member of your family has had severe allergic 
reactions (angioedema) to an ACE inhibitor o r yoo 
have had severe allergic reactions (angioedema) 
without a known cause 

■ you have taken or are currently taking 
sacubitrllNalsart:an,amedicineusedtotreatatype 

~~
0~~;::;!,~:~~fc:Z!i1W~! ~nd:~~e ask:~ 

in an area such as the throat) Is increased 
■ you are more than 3 months pregnant (It is also 

better to avoid lisinopril in earty pregnancy- see 
Pregnancy section) 

■ you have diabetes or impaired kidney function and 
you are treated with a blood pressure lowering 
m edicine containing aliskiren. 

Do not take Lisinopril 1 mg/ml oral solution if any of 
the above applies to you. If you ere not sure, talk to 
your doctor o r pharmacist before taking this 
medicine. 
If you develop a dry cough which is persistent for a 
long time after starting treatment with LiIinopril 
1 mg/ml oral solution, talk to your doctor. 
Warning and p19Cautions 
Talk with your doctor or pharmacist before taking 
Lisinopril 1 mg/ml oral solution: 
■ if you are taking any of the following medicines, 

th e risk of angioedema {rapid swelling u!Kler the 
skin in areassuchasthethroat) is increased; 
sirolimus. everol imus end other medicines 
belonging to the class of mTOR inhibitors (used to 
avoid rejection of transplanted organs) 

■ if you have a narrowing (stenosis) of the aorta (an 
artery in your heart) or a narrowing of the heart 
valves(mltrelvalves) 

■ if you have a narrowing (stenosis) of the kidney 

""'"' ■ ifyouhaveanincreaseinthethidlnessoftheheart 
muscle (known as hypertrophic cardiomyopethy) 

■ if you have problems with your blood vessels 
{collagen vascular disease) 

■ if you have low blood pressure. Yoo may notice 
th is as feeling dizzy or light-headed, especially 
whensta!Klingup 

■ if you have kidney problems or you are having 
kidney dialysis 

■ if you hawt liver problems 
■ if you have diabetes 
■ if you hawt recently had diarmoea or vomiting 

(beingsict) 
■ if your doctor hea told you to control the amount 

ofsa ltinyourdiet 
■ if yoo have high levels of cholesterol and you are 

having a treatment called 'LDl apheresis' 
■ you must tell your doctor if you think you are (or 

might becom e) pregnant Usinopril 1 mg/ml oral 
solution is not recommended in early pregnancy, 
and must not be taken if you are more than 3 
months pregnant, es it may cause serious harm to 
your beby if used at that stage (see Pregn&l"lcy 
section) 

■ if you are of bladt origin as Usinopril 1 mg/ml oral 
solution may be less effect ive. Yoo may also more 
rt1adilygetthasidaeffect'angioedema'(asevera 
alle,vic reaction) 

■ if you are taking any of the following medicinH 
usedtotreathighbloodprassure: 
- an angiotansin II receptor blodc.er (ARBs) (also 

known es aartans - for example valsartan, 
telmisartan, irbesartanJ, in particular ifyoo haV9 
d iabetes-related kidney problems 

-aliskiren 
If yoo are taking any of t he following medicines, the 
risk of sngioedema may be increased: 

• Racecadotril, a medicine used to treat diarmoea; 
- Medidnes used to prevent organ transplant 
rajectionandfo rcancer (e.g.temsirolimus, 
5irolimus, everolimus). 

-Vildagliptin, 11 medicine used to traet dl11bet85. 
Your doctor may chedt your kidney function, blood 
pressure, a!Kl the amount of electrolytes (e.g. 

K6VD1RBJ1 

potassium) in your blood Ill regula r intervals. 
See also Information under the heading • 0o not take 
Lisinopril 1 mgfml oral solution~ 
tfyou are not sure lfany of the above apply to you. 
talk to yoor doctor or pharmacist before taking 
lisinopril 1 mgfmt oral solution. 
Treetment for allergies such u Insect stings 
Tell your doctor If you are h11ving or are going to 
have treatment to lower the effects of an allergy such 
aslnsectstings(desensltlsatlontreatment).lfyou 
take Usinopril 1 mg/ml or11I solution while you 11re 
:::::~~Is traetment, h may cause a severe allergic 

0-M 

~~~111~~~~r~~I~: ~~ro':'::;1~~~~~:u 11111 
taking Uslnoprll 1 mg/ml oral solutlon. This Is 
because you can get low blood pressure (hypotension) 
1f you are given cartsln local or general anaesthetics 
while yoo a retaking Lisinopril 1 mg/ml oral solution. 
Children and .dolne9nts 
Lisinoprll has been at\Jdled in children. For more 
lnformetlon, talk to yoor doctor. Llalnopril Is not 
recommended In children under 6 years of age or In 
any child with severe kidney problems. 
Other medlcln• and L191noprlt 1 mg/ml oral solutlon 
Tall your doctor or pharmacist if you are taking, or 

~~icr::s~it1~a~i::~~d~m~:Ji:~:S8iat~o~ buy 
without a presa-lptlon. This is because Lisinopril 
1 mg/ml oral solution can affect the way some 
medicines won: and some medicines can ha-ve an 
effect on llslnopr111 m g/ml oral solution. 
Your doctor may need to change your dose and/or to 
tekeotherprecaution,: 
lfyouaretakinganangiotensin II receptor blocker 
(ARB) or a1isk.iren (see also informetion under the 
headings • oo not take lisinopril 1 mg/ml oral 
solution• end "Warnings and precautions•) 
In particular, tell your doctor or pharmacist if you are 
taking any of the following medicines: 
■ medicines which ere most often used to avoid 

rejectionoftrensplantedorgans(sirolimus, 
everolimus and other medicines belonging to the 
class of mTOR inhibitors). See section ·Warn ings 
a!Kl precautions~ 

■ other medicinea to help lower your blood pressure 
■ medicines to break up blood clots {usual ly given in 

hospital) 
■ beta-blocker medicines, such 115 atenolol and 

propranolot 
■ nitratemedicines(forheartproblems) 
■ non-steroidal ant►inflammatory drugs (NSAID,) 

usedtotreetpainandarthritis 
■ aspirin (acetylaalicyllc acid), if You are taking more 

than3grams eachday 
■ medicines for depression and for mental 

problems, including lithium 
■ potassiumsupplements(includingsalt 

substitutes),potaBBium-sparingdiureticsalKlother 
medicines that can increase the amount of 
potassium in your blood (e.g. trimethoprim and 
co-trlmoxazole for infections caused by bacteria; 
ciclosporin, an immunosuppressant medicine used 
topreventorgantransplantrejection;endheparin, 
a medicine used to thin blood to prevent clots) 

■ insul in or madicinesthatycu take by mouth for 
diabetes 

■ medicines used to treat asthma 
■ medicines to treat nose or sinus congestion or 

other cold remedies (including those you can buy 
in the pharmacy) 

■ medicines to suppress the body's immune 
response (immunosuppreBBants) 

■ allopurinol(forgout) 
■ pn:,cainamide (for heart beat problems) 
■ medicines thet contain gold, such as sodium 

inJ:r~~~alate, which may be given to you as an 

Pregnancy and brNst-fNding 
Pregnancy 
You must telt your doctor if you think you are (or 
might become) pregnant. Your doctor will normally 
advise you to stop taking lisinoprll 1 mg/ml oral 
solution before you become pregnant or as soon as 
you know yoo are pregnant and will advise you to 
take another medicine instead of Lisinopril 1 mg/ml 
oral solution. Usinopril 1 mg/ml oral solution is not 
recommended in early pregnancy, end must not be 
taken when more than 3 months pregnant. as it may 
cause serious harm to your l>aby if used after the 
third month of pregnancy. 
Breast-feeding 
Tell your doctor if you are breast-feeding or about to 
sta rt breast-feeding. l isinoprl l 1 mg/ml ora l solution 
is not recommended for mothers who are 
breast-feeding, and your doctor may choose another 
treatment for you if you wish to breast-feed, 
especially if your baby Is newborn, or was born 
prematurely. 
Driving and u1lng machines 
Some people feel dizzy or tired when taking this 
medicine. If this happens to yoo, do not drive or use 
any tools or machines. 
You must wait to see how your medicine affects you 
before trying these activities. 
Uslnoprtl 1 1n9/ml 0..-.1 solution contains sodium and 
berw>eteNtt 
This medicine contains leu: than 1 mmol sodium (23 
mg) per ml ora l solution, that is so to say essentially 
'sodium-free'. 
Th is medicine contaillll 1.5 mg benzoate salt in each 
ml oral solution. Benzoate salt may increase jaundi~ 
(yellowing of the skin and &ytls) in newborn babies 
(up to 4 weeks old). 

Cmllnut,d,-,M!M 
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3 How to take lisinopnl 1 mg/ml oral 
solution 

Always take lislnopri l 1 mg/ml oral solution exactly 
as your doctor has told you. You should check with 
your doctor or pharmacist if you a111 not sure. 
Once you have started taking Llslnoprl l 1 m g/ml oral 
solution your doctor may lake blood tests. Your 
doctor may then ad/ult yoor dose so you take the 
right amount of medicine for you. 
The carton contains a double-anded me11suring 
spoon. One end of the spoon wlll give you 5 ml of 
the solution and the other wm give you 2.5 ml. The 
spoon should be properly cleaned after use. 
Taking your medicine 
■ Try to take your medicine at the same time each 

day. It does not matter If you take Lislnoprll 
1 mg/ml oral solution before or after food. 

■ Mixing with food or drinks has not been studied, 
and any m ixing with food and drinks Is therefore 
the responsibility of the health care professional 
or the user. 

■ Keep taking this medicine for as long as your 

~~l~~~1~~ot~~~~~k/~;v:~r;;:if~~ 
oral solution avery day. 

Taking your fim dose 
■ T11ke special care when you have your first dose 

of Lisinopril 1 mg,'ml oral solution or if your dose 
isincreased. ltmaycausea gre11terfallinblood 

■ ~T:~~~ :!~~a;~~ ~~dizzy or light-headed. If 
this happens, It may help to Us down. If you are 
concerned, please talk to your doctor as soon as 
possible. ...... 

Your dose depends on your medical condit ion and 
whether you are taking any other medicines. Your 
doctor wlll tell you how much Uslnopr ll 1 mg/ml 
oral solution to take each day. Chadt with your 
doctororpharmaclstlfyouereunsure. 
F-orhlghbloodpr9SSU111 
■ The usuelstartlngdosels 10mg (10ml)onceaday. 
■ The usual long-term dose Is 20 mg (20 ml) once a day. 
F-orhe1rtfallu111 
■ The usual starting dose la 2.5 mg (2.6 ml) once a day. 
■ The long-term dose Is 6 to 35 mg (5 ml - 35 ml) 

once a day. 
After a heart attack 
■ The usual starting dose la 6 mg (5 mil within 

24 hours of your attack a!Kl 6 mg (5 ml) one day 
later. 

■ The usual long-term dose is 10 mg (10 ml) once 
aday. 

For kidney problems ceund by diabetes 
■ The usual dose is either 10 mg (10 ml) or 20 mg 

(20ml)onceaday. 

~r::.~ aJi~:~~rlJ:~~f~:!d:08Jr i::~er":i~r :r:e you 
e lower dose than the usual dose. 
UN In children •nd lldolnc:entl 
■ Lisinopril 1 mg/ml oral solution is not 

recommended for children under B years or in 
any children with severe kidney problems. 

■ The doctor w ill worli: out the correct dose fOf your 
child. The dose depends on the child's body 
weight 

■ For children who weigh between 20 kg and 50 kg, 
the usual starting dose is 2.5 mg (2.5 ml) once a 
day. 

■ For children who weigh more then 50 kg, the 
usual starting dose is 6 mg (6 ml) once a day. 

If you take more LJ.inoprl 1 mg/ml 01111 solution 
than you ahould 
If you take more Usinopril 1 mg/ml oral solution 
then you should, you might experience diuiness 
endlorpelpitations. 
1.)Tell your doctor, pharmacist or nearest hospita l 

casualty department immediately. 
2.)Take the bottle a!Kl any remaining solution with 

you so that people can 1ee whet you have taken. 
3.) Do this even if you feel well. 
If you forget 10 taka U.lnoptl 1 mg/ml oral solution 
■ If you forget to take a dose, take it as soon as you 

remember. However, if it is nearly time for the 
next dose, skip the m issed dose. 

■ Do not take a doobla dose to make up for a 
forgotten dose. 

If you stop taking Llsln09fil 1 mg/ml 01111 solution 
Do not stop taking your medicine, even if you are 
faeling well, uni au your doctor tells you to. 
If you have any further questions on the use of this 
medicine, ask your doctor or pharmacist 

4 Possible side effects 
Like all medicines, this medicine can cause side 
effects, although not everybody gets them. 
If you experience any of the following reactions, 
ltDp taking Litinopril 1 mglml onl solution and ... 
your doctor imm«tlataly; 
■ severe allergic reactions (rere, affects 1 to 10 

users in 10,000). The signs may include sudden 
onset of: 
- swelling of your face, lips, tongue or throet. 

This may make it difficuh to 11wallow. 
- severe or sudden swelling of your hands, 

feet and ankles 
-difficuhybreathing 
- severeitchingofthaskln{withraised lumps) 

■ severe skin disorders, like a_sudden, unexpected 

~i;:~,~~~9,; ~:~ ~~ii~rn (very rare, 
■ an infection wi th symptoms such as fever and 

serious.deterioration of your general condition, or 
fever wrth local infection symptoms such as sore 
throat/pharynx/mouth or urinary problems (very 
rare,affectslessthan1uaer in10,000). 

Otherpossiblesideeffect1: 
Common (affects 1 to 10 uHn In 100) 
■ headache 
■ fa a ling dizzy or light-headed, 1t11pecially if you 

stand up quickly 
■ diarrhoea 
■ a dry cough that does not go away 
■ being sidt (vomiting) 
■ kidney problems (shown in a blood test). 
Uncommon (affects 1 to 10 u-. In 1,0001 
■ mood changes 
■ change of cok>ur in your fingar1 or to'"! (pale bkie 

followed by redness) or numbness or t ingling in 
you r fingers or toes 

■ chai:igasinthewaythingstaste 
■ feehngs1eepy 
■ spinning feeling (vertigo) 
■ h11vingdifficully sleaping 
■ stroke 
■ fast heartbeat 
■ runny nose 

■ feeling tick (nausea) 
■ atomach pain or indigest ion 
■ aklnrnhorltchlng 
■ being un11blato get an erection (Jmpotence) 
■ feeling ti red or feel ing weak (1011 of strength) 
■ a vary big drop In blood pressu111 may happen In 

people with the following conditions: coronary 
heart disease; narrowing of the aorta (e heart 
artery),k!dneyanaryorhaartvatvas;1nlncrease 
ln thathicknessoftheheartmuscta.lfthls 
h11ppen1 to you, you may feel dluy or 
light-headed, especially if you stand up quidtly 

■ changes in blood tests that 1how how well your 
liver and kidneys are working 

■ he&rt att11dt 
■ seen and/or heard helluclnatlo ns. 
R1t1 (~ets 1 to 10 users in 10,000) 
■ feeling confused 
■ a lumpy rash (hives) 
■ drymouth 
■ hair loss 
■ psor iasis (11 skin problem) 
■ changes In the way th ings smell 
■ development of breasts In men 
■ changes to some of the calla or other parts of 

t~U:, ~.:~~~~e~J:~~~th8e~\~o';:;;~~: 
had any effect on your blood. The signs may 
Include fooling tired, pale skin, e sore throat, 
high temperature (fever), joint and muscle pains, 
swelllng of the Joints or glands, or sensitivity to 
sunlight 

■ low levels of sodium in yoor blood (the 
sym~oms may be tiredness, headache, nausea, 
vomiting) 

■ sudden renal fai lure . 
v.,y rare (affeets l1ss than 1 u,er In 10,000) 
■ sinusitis (a feeling of pain and fullness behind 

your cheeks end eyes) 
■ wh~ing 

■ ~~~~~~ra~:~~ ~ogu;sb~c:ilncludefaeling 
hungry or weak, sweating and a fast heartbeat 

■ lnflammationofthelungs.Thesignsinckide 

i:~~~~~!~nt:~ of breath end high 

■ Ti!'~c:'l~!, of the akin or the whites of the eyes 

■ inflammstion of the liver. Thi• can cause loss of 
appetite, yellowing of the skin a!Kl eyes, a!Kl 
darli: coloured urine 

■ inft1mmation of the pancreas. This ceusn 
moderate to severe pain in the stomach 

■ severe skin disorders. The symptoms lndude 
redness, blistering and peeling 

■ sweating 
■ passing le!IB water (urine) then normal or passing 

no water 
■ li verfeilure 
■ lumps 
■ inflamed gut. 
Not known (frequancy cennot b• ntlmltad from 
•vall•bl1dltll) 
■ symptoms of depression 
■ fainting. 
Side effects in children appear to be comparable to 
those seen in adults. 
Reporting of lkM effec:U 
If yOY get any side effects. talk to your doctor or 
pharmacist. This includes any possible side effects 
not listedinthi1leeftet.Youcen11lso roportsido 
effects directly via the Yel low Card Scheme at 
www.mhra.gov.uk/yellowcard or search for M HRA 
Yellow Card in the Google Play or Apple App Store. 
By reporting side effects you can help provide 
more Information on the safatf of this medicine. 

■t"!lltll!MJMII 
■ Keep out of the sight and react, of children. 
■ Do not use after the expiry date which is stated 

on the bottle label and the carton. The expiry 
date refers to the last day of that month. 

■ This medicinal product does not require any 
special storage conditions. 

■ Do not u,a after 30 days fTom the first opening of 
the bott le. 

■ Do not throw 9W8y any medicine via wastewater 
or household waste. Ask your pharmacist how to 
throw away medicines you no longer use.These 
m easures wi ll help protect the environment. 

6 Contents of the pack and other 
information 

Whit Uslnopril 1 mglml onl 1olutlon COl"ltllns 
The active substance is lisinopril dihydrate 
equivalent to 1 mg lisinopril - 1 mg lisinopri l per 
1ml oralsolu1ion. 
The other ingredients are glycerol (E 422), 
hydroxyethylcellulose, sodium beiuoate (E 211 ), 
citric acid monohydrate (E 330) 11nd purified water. 
{See end of Section 2 for further information on 
sodium and ben.lO&te salt!. 
Whit Uslnopril 1 mglml oral solution looks like 
and content• of the peck 
Liainoprll 1 m gfml oral solution is a clear and 
colourless solution with a sweet taste. 
Lisinopril 1 mg/ml oral solution is available in a 
150 ml brown glass bottle with a tamper-evident 
closure and a double~nded measuring spoon. One 
end of the spoon wi ll give you 5 ml of the solution 
and the oth.,..- will give you 2.5 ml. 

Marbtlng Authorisation Holder 
Rosemont Pharmaceuticals Ltd, 
Rosemont Housa,Y0f11:dala Industrial Park, 
Braithwaite Street. Leeds, LS11 9XE, UK. 
M1nufact1.n•: 
Delpharm Bladel B.V., lndustrieweg 1, 5531AD 
Blad el, The Netherlands. 

This medicinal product is authoriMd In the ::i~ States of the EEA under the following 

Norway: Usinopril EssPharm 
Austria: UsinoprilTawPharma1 mg/ml 

Losung zum Einnehmen 
Belgium: UsinoprilTaw Pharma1 m g/ml 

solution buvable 
Ireland: Usinoprit 1 mg/mt oral solution 
Luxemburg: lisinopril Essential Pharmaceuticals 

1 mg/ml solution buveble 
Netharlands: lisinopril EssPharm 1 mg/ml 

drank 
United 
Kingdom: Lisinopril 1 mg/ml oral solution 
Thi1 leafletwa1klstrevisedin0912022, 

31031548.07 
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