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What Otagil is used for 
You have been prescribed Otagil 
because you have a high cholesterol 
level. This means you are at risk from a 
heart attack of stroke.  
 
How Otagil works 
Otagil is used to correct the levels of 
fatty substances in the blood called 
lipids, the most common of which is 
cholesterol.  
 
There are different types of 
cholesterol found in the blood – ‘bad’ 
cholesterol (LDL-C) and ‘good’ 
cholesterol (HDL-C).  
• Otagil can reduce the ‘bad’ 

cholesterol and increase the 
‘good’ cholesterol.  

• It works by helping to block 
your body’s production of ‘bad’ 
cholesterol. It also improves 
your body’s ability to remove it 
from your blood.  

 
For most people, high cholesterol 
does not affect the way they feel 
because it does not produce any 
symptoms. However, if it is left 
untreated, fatty deposits can build up 
in the walls of your blood vessels 
causing them to narrow.  
 
Sometimes, these narrowed blood 
vessels can get blocked which can cut 
off the blood supply to the heart or brain 
leading to a heart attack or a stroke. By 
lowering your cholesterol levels, you 
can reduce your risk of having a heart 
attack, a stroke or related health 
problems. 
 
You need to keep taking Otagil, even if 
it has got your cholesterol to the right 
level, because it prevents your 

cholesterol levels from creeping up 
again and causing build up of fatty 
deposits. 
 
Before you use Otagil 
 
- When you must not use it 
Do not take Otagil: 
• If you have ever had an allergic 

reaction to Otagil or similar 
medicines, or to any of its 
ingredients. Otagil contains 
lactose, which may cause a 
problem in a small number of 
patients who are allergic to 
lactose.  

• If you are pregnant, trying to 
become pregnant or are breast-
feeding. If you become pregnant 
while taking Otagil stop taking it 
immediately and tell your 
doctor.  

• If you have liver disease.  
• If you have repeated or 

unexplained muscle aches or 
pains.  
 

If any of the above applies to you (or 
you are in doubt), please go back and 
see your doctor. 
 
- Before you start to use it 
Take special care with Otagil and tell 
your doctor or pharmacist: 
• If you have ever been told that you 

have problems with your kidneys. 
• If you have ever been told that 

you have problems with your 
liver.  

• If you have had unexplained muscle 
aches or pains, a history of muscle 
pains, or a previous history of 
muscle problems when taking other 
cholesterol-lowering medicines. 

• If you regularly drink large 
amounts of alcohol.  

• If your thyroid gland is not working 
properly. 

• If you take other medicines called 
fibrates to lower your cholesterol.  

• If you take medicines used to fight 
the HIV infection e.g. 
Lopinavir/Ritonavir and/or 
Atazanavir or Simeprevir (used to 
treat infections including HIV or 
hepatitis C infections) please see 
‘Taking other medicines’. 

• If you have high blood sugar or 
raised HbA1c. 

• If you are over 70 years old (as 
your doctor needs to choose the 
right start dose of Otagil to suit 
you).  

• If you have severe respiratory 
failure. 

• If you have or have had myasthenia 
(a disease with general muscle 
weakness including in some cases 
muscles used when breathing), or 
ocular myasthenia (a disease 
causing eye muscle weakness) as 
statins may sometimes aggravate 
the condition. 

 
- Taking other medicines 
Tell your doctor or pharmacist if you are 
taking, or have recently taken, any other 
medicines including any you bought 
without a prescription.  
 
Tell your doctor if you are taking any of 
the following: 
• Ciclosporin (used for example, after 

organ transplants) 
• Warfarin (or any other medicine used 

for thinning the blood) 
• fibrates (such as Gemfibrozil, 

Fenofibrate) or any other medicine 
used to lower cholesterol (such as 
Ezetimibe) 

• antacid (used to neutralize acid in your 
stomach) 

• Erythromycin (an antibiotic), or 
medications used to fight the HIV 
infection – please see ‘Before you 
start to use it’ 
 

The effects of these medicines could 
change by Otagil or they could change 
the effects of Otagil. 
 
This is not a complete list of 
medications to be careful with, please 
ask your doctor or pharmacist for 
further information.  
 
How to use Otagil 
- How much to use 
Always take Otagil as your doctor has 
told you. You should check with your 
doctor or pharmacist if you are not sure 
what to do. 
 
Starting dose:  
In adults treatment with Otagil is 
usually started with the 10 mg dose 
taken once daily, even if you have 
taken a higher dose of a different 
statin before. Some people may be 
asked to start treatment with one 5 
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mg tablet taken once a day. The 
choice of your start dose will depend 
upon:  
• Your cholesterol levels.  
• The level of risk you have of 

experiencing a heart attack or 
stroke.  

• Whether you may be more 
sensitive to possible side effects.  

 
Increasing the dose and maximum 
daily dose:  
After checking the amount of lipids in 
your blood, your doctor may decide to 
increase your dose until you are taking 
the amount of Otagil that is right for 
you. There will be a gap of four weeks 
between every dose adjustment. 
 
In adults the maximum daily dose of 
Otagil is 40 mg. It is only for patients 
with high cholesterol levels and at 
high risk of heart attacks or stroke 
whose cholesterol levels are not 
lowered enough with 20 mg. A 
dosage of 40 mg once daily should 
only be initiated under specialist 
supervision.  
 
In children 10-17 years of age the 
maximum daily dose is 20 mg. Otagil 
should not be given to children 
younger than 10 years. 
 
- When to use it 
Take Otagil daily. You can take it at 
any time of the day with or without 
food.  
 
Try to take your tablet at the same 
time every day to hep you remember 
to take it. 
 
Regular cholesterol checks:  
It is important to go back to your 
doctor for regular cholesterol checks, 
to make sure your cholesterol has 
reached and is staying at the correct 
level.  
 
Your doctor may decide to increase 
your dose so that you are taking the 
amount of Otagil that is right for you 
 
- How long to use it  
Do not stop taking Otagil even if you 
are feeling well, unless your doctor tells 
you to or unless you become pregnant. 
 
Talk to your doctor if you want to 
stop taking Otagil. Your cholesterol 

levels might increase again if you 
stop taking Otagil.  

 
- If you forget to use it  
Do not worry, just take your next 
scheduled dose at the correct time. Do 
not take a double dose to make up for 
the one you have missed. 
 
- If you use too much (overdose)  
If you take more Otagil than prescribed 
by your doctor, talk to your doctor or 
pharmacist straight away. 
 
While you are using it 
- Things you must do  
Take your medication daily as 
prescribed. 
 
- Things you must not do 
Do not take other medications together 
with Otagil without speaking to your 
doctor or pharmacist first.  
 
- Things to be careful of 
Pregnancy and breast-feeding:  
Do not take Otagil if you are 
pregnant, trying to become pregnant 
or are breast-feeding. If you become 
pregnant while taking Otagil stop 
taking it immediately and tell your 
doctor.  
 
Ask your doctor or pharmacist for 
advice before taking any medicine. 
 
Driving and using machines 
Otagil is not expected to affect your 
ability to drive a car or to operate 
machinery.  
 
Side effects 
Like all medicines, Otagil can cause 
side effects, although not everybody 
gets them. 
 
It is important that you are aware of 
what these side effects may be. 
  
Stop taking Otagil and seek medical 
help immediately if you have any of 
the following allergic reactions: 
• Difficulty in breathing, with or 

without swelling of the face, lips, 
tongue and/or throat. 

• Swelling of the face, lips, tongue 
and/or throat, which may cause 
difficulty in swallowing. 

• Severe itching of the skin (with 
raised lumps). 

 

Also, stop taking Otagil and talk to your 
doctor immediately if you have any 
unusual aches or pains in your muscles 
which go on for longer than you might 
expect. As with other statins, a very 
small number of people have 
experienced unpleasant muscle effects 
and rarely these have gone on to become 
a potentially life threatening muscle 
damage known as rhabdomyolysis. 
 
If you have muscle problems that do not 
go away even after your doctor has told 
you to stop taking Otagil, please refer to 
your doctor. Your doctor may do further 
tests to diagnose the cause of your 
muscle problems. 
 
Common 
• Headache 
• Muscle pain 
• Stomach pain 
• General feeling of weakness 
• Constipation 
• Dizziness 
• Feeling sick 

 
Uncommon 
• Skin rash 
• Itching 
• Hives 
• An increase in the amount of 

protein in the urine – this usually 
returns to normal on its own 
without having to stop taking 
your Otagil  

 
Rare 
• Severe allergic reaction – signs 

include swelling of the face, lips, 
tongue and/or throat, difficulty in 
swallowing and breathing, a 
severe itching of the skin (with 
raised lumps). If you think you 
are having an allergic reaction, 
stop taking Otagil and seek 
medical help immediately.  

• Muscle damage in adults – as a 
precaution, stop taking Otagil and 
talk to your doctor immediately if 
you have any unusual aches or 
pains in your muscles which go 
on for longer than expected. 

• A severe stomach pain (inflamed 
pancreas). 

• Increase in liver enzymes in the 
blood. 

 
Very rare 
• Jaundice (yellowing of the skin 

and eyes). 
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• Hepatitis (an inflamed liver). 
• Joint pain 
• Memory loss 

 
Unknown frequency side effects may 
include:  
• Sleep disturbances, including 

insomnia (difficulty in sleeping) 
and nightmares.  

• Depression.  
• Traces of blood in your urine 

(generally temporary and not 
associated with worsening kidney 
function).  

• Increases in HbA1c (a measure of 
the average amount of sugar in your 
blood over time).  

• Myasthenia gravis (a disease 
causing general muscle weakness 
including in some cases muscles 
used when breathing) 

• Ocular myasthenia (a disease 
causing eye muscle weakness) 

 
Talk to your doctor if you experience 
weakness in your arms or legs that 
worsens after periods of activity, double 
vision or drooping of your eyelids, 
difficulty swallowing, or shortness of 
breath. 

 
If any of the side effects become 
troublesome, or if you experience any 
side effects not listed in this leaflet, 
please tell your doctor or pharmacist.  
 
You may report any side effects or 
adverse drug reactions directly to the 
National Centre for Adverse Drug 
Reaction Monitoring by visiting the 
website http://www.npra.gov.my  
[Consumers  Reporting Side Effects to 
Medicines (ConSERF) or Vaccines 
(AEFI)] 
 
Storage and Disposal of Otagil 
 
Storage 
Keep medicines out of reach of children. 
 
Store at temperature of not more than 
30°C.  
 
Disposal 
Medicines should not be disposed of via 
wastewater or household waste. Ask 
your pharmacist how to dispose of 
medicines no longer required. These 
measures will you protect the 
environment.  
 

Product Description 
 
- What it looks like? 
10 mg: Pink, round, biconvex, film 
coated tablet with engraved RSV and 10 
on one side and plain on the other [7.00 
mm (± 0.50 mm) diameter] 
 
20 mg: Pink, round, biconvex, film 
coated tablet with engraved RSV and 20 
on one side and plain on the other [9.00 
mm (± 0.50 mm) diameter] 
 
Otagil 10 mg and 20 mg tablets come in 
blister packs containing 30 tablets in 
strips of 10 tablets. 
 
- Ingredients 

- Active ingredient: 
Rosuvastatin calcium eq. to 
Rosuvastatin (10mg, 20mg) 
 

- Inactive ingredients:  
Microcrystalline cellulose (Avicel 
PH102), Crospovidone (XL-10), 
Calcium hydrogen phosphate, 
Lactose monohydrate, Isopropyl 
alcohol, Colloidal anhydrous silica, 
Magnesium stearate, Hypromellose 
(Methocel E 15LV/ HPMC 2910), 
Macrogols (PEG 400), Purified 
water, Opadry AMB II 88A180021 
White (Combination of Polyvinyl 
alcohol-part hydrolyzed [39.500%]; 
Talc [38.000%]; Titanium dioxide 
[15.000%]; GMCC Type 1/ Glycerol 
of fatty acids JSFA [4.500%]; 
Sodium lauryl sulfate [3.000%]), 
Titanium dioxide, Purified talc, Red 
iron oxide (C.I. No. 77491), Yellow 
iron oxide (C.I. No. 77492), and 
Simethicone emulsion 30% 

 
- MAL Number: - 
OTAGIL 10MG FILM- COATED 
TABLET: MAL23046019AZ 
 
 OTAGIL 20MG FILM- COATED 
TABLET: MAL23046020AZ 
 
Manufacturer 
UNISON LABORATORIES CO., LTD.  
39 Moo 4, Klong Udomcholjorn, Muang 
Chachoengsao, Chachoengsao 24000 
Thailand 
 
Product Registration Holder  
Medispec (M) Sdn Bhd  
B-1-07, Jalan SS 25/22,  
Taman Mayang,  

47301 Petaling Jaya, Selangor, 
Malaysia. 
 
Date of Revision 
19/05/2025 
 
Serial number 
NPRA (R2)22/046 

http://www.npra.gov.my/

