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SUMMARY PRODUCT
OF CHARACTERISTIC

1. NAME OF THE MEDICINAL PRODUCT
Fenosup Lidose 160 mg, capsule, hard.

2. QUALITATIVE AND QUANTITATIVE
COMPOSITION 
Each capsule contains 160 mg of fenofibrate.
Each Fenosup capsule contains 8 mg of sodium.
For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Capsule, hard.
Green (cap)/orange (body) size 0 capsule.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications
Hypercholesterolemia (type IIa) and endogenous 
hypertriglyceridemia either isolated (type IV) or 
associated (Type IIb and III) when an assidously 
followed adapted diet turn out to the insufficient 
when blood cholesterol after the diet is still high 
and/or when there are associated risk factor. It is 
always essential to continue the diet.

4.2 Posology and method of administration
Dosage
Adults : The recommended dose is one capsule 
containing 160 mg fenofibrate taken once daily.

Renal Impairment: Dosage reduction is required in 
patients with impaired renal function. The use of 
dosage forms containing a lower dose of active 
ingredient (67 mg fenofibrate capsules) is 
recommended for these patients.

Paediatric population: The use of the 160 mg dose is 
contraindicated in children.

Hepatic Impairment: Patients with hepatic disease 
have not been studied.
Dietary measures initiated before the drug treatment 
should be continued.

If the serum lipid concentrations have not been reduced 
satisfactorily after several months (e.g. 3 months) of 
fenofibrate administration, complementary or different 
drug therapy should be considered.

Elderly patients: 
It is recommended the normal dose for adults.

Method of administration:
The capsule should be swallowed whole during a 
meal.

4.3 Contraindications
- Hepatic insufficiency (including biliary cirrhosis).
- Renal insufficiency.
- Children and adolescent below 18 years old.
- Hypersensitivity to fenofibrate or any of the 

excipients.
- Known photoallergy or phototoxic reactions during 

treatment with fibrates or ketoprofen.
- Gallbladder disease.

4.4 Special warnings and special precautions for 
use
- Secondary causes of dyslipidaemia such as 

uncontrolled type 2 diabetes mellitus, hypo- 
thyroidism, nephrotic syndrome, dysproteinemia, 
obstructive liver disease, pharmacological 
treatment, alcoholism, should be adequately 
treated before fenofibrate therapy is initiated.

 Response to therapy should be monitored by 
determination of serum lipid values (total 
cholesterol, LDL-C, triglycerides). If an adequate 
response has not been achieved after several 
months (e.g. 3 months) complementary or different 
therapeutic measures should be considered.

- Serum Transaminases
Moderately elevated levels of serum transaminases 
may be found in some patients but rarely interfere 
with treatment. However, it is recommended that 

serum transaminases should be monitored every 
three months during the first twelve months of 
treatment. Treatment should be interrupted in the 
event of ALAT (SGPT) and ASAT (SGOT) 
elevations to more than 3 times the upper limit of 
the normal range or more than one hundred 
international units.

Muscles:
Muscle toxicity, including very rare case of rhabdo-
myolysis, has been reported with administration of 
fibrates and other lipid-lowering agents. The 
incidence of this disorder increases in cases of 
hypoalbuminaemia and previous renal insufficiency. 
Patients with pre-disposing factors for myopathy 
and/or rhabdomyolysis, including age above 70 years, 
personal or family history of hereditary muscular 
disorders, renal impairment, hypothyroidism and high 
alcohol intake, may also be at an increased risk of 
developing rhabdomyolysis. For these patients, the 
putative benefits and risks of fenofibrate therapy 
should be carefully weighed up. Muscle toxicity 
should be suspected in patients presenting diffuse 
myalgia, myositis, muscular cramps and weakness 
and/or marked increases in CPK (level exceeding 
5 times the normal range). In such treatment with 
fenofibrate should be stopped.
The risk of muscle toxicity may be increased if the 
drug is co-administered with other fibrates or 
HMG-CoA reductase inhibitors, especially in cases 
of pre-existing muscular disease. Consequently, the 
co-prescription of fenofibrate with statins should be 
reserved for patients with severe dyslipidemia 
combined with high cardiovascular risk but who 
have no history of muscular disease. This combination 
therapy should be used with caution and patients 
should be monitored closely for signs of muscle 
disease.

In patients taking oestrogens or oestrogen-containing 
contraceptives, it should be ascertained whether the 
hyperlipidemia is of primary or secondary nature 
(oral oestrogens may cause an elevation in lipid 
values).

Patients at risk for myopathy or rhabdomyolysis are 
elderly (>70 years), patients with a personal or 
familial history of muscular disorders, renal 
dysfunction, hypothyroidism, high alcohol intake. 
For these patients a careful benefit/risk analysis is 
needed.

Pancreatitis:
Pancreatitis has been reported in patients taking 
fenofibrate. This effect could indicate lack of efficacy 
in cases of severe hypertriglyceridemia, a direct 
effect of the medicinal product or a secondary 
phenomenon caused by a biliary stone or 
accumulations blocking the common biliary canal.

Renal Function:
Treatment should be interrupted when creatinemia 
exceeds 50% ULN. It is recommended to monitor 
the creatinine concentrations during the first three 
months of treatment.

4.5 Interaction with other medicinal products 
and other forms of interaction

Oral anticoagulants:
Fenofibrate potentiates the effect of oral anti- 
coagulants and may increase the risk of bleeding. It 
is recommended that the dose of anticoagulants is 
reduced by about one third at the beginning of 
treatment and then gradually adjusted if necessary 
according to INR (International Normalised Ratio) 
values.
Therefore, this combination is not recommended.

Ciclosporin:
A few severe cases of reversible renal function 
impairment have been reported during concomitant 
administration of fenofibrate and ciclosporin. The 
renal function of these patients must therefore be 
closely monitored and the treatment with fenofibrate 
stopped if laboratory parameters alter markedly or 
significantly.

HMG-CoA reductase inhibitors and other 
fibrates:

See chapter 4.4.
When fenofibrate is used with HMG-CoA reductase 
inhibitors or other fibrates the risk of muscular 
toxicity is increased. This association should be 
used with caution and signs of muscular toxicity 
should be monitored.

4.6 Pregnancy and lactation
There are no adequate data about the use of 
fenofibrate in pregnant women. Animal studies have 
not demonstrated any teratogenic effects. Embryotoxic 
effects have been observed at doses within the 
range of toxaemia of pregnancy (see section 5.3). 
The potential risk to humans is unknown.
Therefore, fenofibrate should only be used during 
pregnancy after a careful benefit risk analysis. 
There are no data on the excretion of fenofibrate 
and/or its metabolites into human milk. 
Therefore, fenofibrate should not be used during 
lactation.

4.7 Effects on ability to drive and use machines
No effects have been noted.

4.8 Undesirable effects
The adverse drug reactions are stated in table 
below using the following convention: 
Very common (>1/10); common (>1/100,<1/10); 
uncommon (>1/1000, <1/100); rare (>1/10000, 
<1/1000); very rare (<1/10000) including isolated 
reports

4.9 Overdose
No cases of overdosage have been reported. No 
specific antidote is known. If an overdose is suspected,
the patient should be treated symptomatically and 
supportive measures instituted as required. 
Fenofibrate cannot be eliminated from the body by 
haemodialysis.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties
Pharmacotherapeutic group: Lipid Modifying 
Agents, Plain / Fibrates 
ATC code:C10 AB 05

Fenofibrate is a fibric acid derivative whose lipid 
modifying effects in humans are mediated via 
activation of PPARα (peroxisome proliferator 
activated receptor, type alpha). 
Through activation of PPARα, fenofibrate increases 
the lipolysis and elimination of atherogenic triglyceride- 
rich particles from plasma by activating lipoprotein 
lipase and reducing the production of apoprotein 
ClIl. Activation of PPARα also induces an increase in 
the synthesis of apoproteins AI and All. 
The above stated effects of fenofibrate on 
lipoproteins lead to a reduction in very low density 
fractions (VLDL and LDL) containing apoprotein B 
and an increase in the high density lipoprotein 
fraction (HDL) containing apoprotein AI and All. 
In addition, through modulation of the synthesis and 
the catabolism of VLDL fractions fenofibrate 
increases the LDL clearance and reduces the small, 
dense LDL particles, the levels of which are 
elevated in the atherogenic lipoprotein phenotype, 
which is a common disorder in patients at risk for 
ischaemic heart disease. 
During clinical trials with fenofibrate, total cholesterol
was reduced by 20 to 25%, triglycerides by 40 to 
55% and HDL-cholesterol was increased by 10 to 
30%.

In hypercholesterolaemic patients, whose LDL- 
cholesterol concentrations were reduced by 20 to 
35%, the overall effect on cholesterol resulted in a 
decrease in the following ratios: total cholesterol to 
HDL-cholesterol, LDL-cholesterol to HDL-cholesterol
or apoprotein B to Apo AI. 
Because of its significant effect on LDL-cholesterol 
and triglycerides, treatment with fenofibrate should 
be beneficial in hypercholesterolaemic patients with 
or without hypertriglyceridaemia, including secondary
hyperlipoproteinaemia such as type 2 diabetes 
mellitus. 
At present, no results of long-term controlled clinical 
trials are available to demonstrate the effect of 
fenofibrate in the primary or secondary prevention of 
atherosclerotic complications. 
There is evidence that treatment with fibrates may 
reduce coronary heart disease events but they have 
not been shown to decrease all cause mortality in 
the primary or secondary prevention of cardiovascular
disease.
Extravascular deposits of cholesterol (tendinous 
and tuberous xanthoma) may be markedly reduced 
or even entirely eliminated during fenofibrate 
therapy. 
Patients with raised levels of fibrinogen treated with 
fenofibrate have shown significant reductions in this 
parameter, as have those with raised levels of Lp(a). 
Other inflammatory markers such as C-reactive 
protein are reduced with fenofibrate treatment. 
The uricosuric effect of fenofibrate leading to 
reduction in uric acid levels by approximately 25% 
should be of additional benefit in dyslipidaemic 
patients with hyperuricaemia. 
Fenofibrate has been shown to possess an anti- 
aggregatory effect on platelets in animals and in a 
clinical study, which showed a reduction in platelet 
aggregation induced by ADP, arachidonic acid and 
epinephrine.

5.2 Pharmacokinetic properties

Absorption:
The peak plasma concentrations (Cmax) occur 
within 4 to 5 hours after oral administration. Plasma 
concentrations are stable during continuous 
treatment in any given individual. 
The absorption of fenofibrate is increased when 
administered with food.

Distribution:
Fenofibric acid is strongly bound to plasma albumin 
(more than 99%).

Plasma half-life:
The plasma half-life of fenofibric acid is approximately
20 hours.

Metabolism and elimination:
No unchanged fenofibrate can be detected in the 
plasma where the principal metabolite is fenofibric 
acid. The drug is eliminated principally in the urine. 
Practically all the drug is eliminated within 6 days. 
Fenofibrate is mainly excreted in the form of 
fenofibric acid and its glucuronide conjugate. In 
elderly patients, there is no change in the apparent 
total plasma clearance of fenofibric acid.

Kinetic studies following the administration of a 
single dose and continuous treatment have 
demonstrated that the drug does not accumulate. 
Fenofibric acid cannot be eliminated from the body 
by haemodialysis.

5.3 Preclinical safety data
Chronic toxicity studies have yielded no relevant 
information about specific toxicity of fenofibrate. 
Mutagenicity studies on fenofibrate have been 
negative. 
In rats and mice, liver tumours have been found at 
high dosages, which are attributable to peroxisome 
proliferation. These changes are specific to small 
rodents and have not been observed in other animal 
species. This is of no relevance to therapeutic use in 
man. 
Studies in mice, rats and rabbits did not reveal any 
teratogenic effects. Embryotoxic effects were 
observed at doses that caused maternal toxicity. 
Prolongation of the gestation period and difficulties 
during delivery were observed at high doses. No 
sign of any effect on fertility has been detected.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients
Lauryl macrogolglycerides 
Macrogol 20 000 
Hydroxypropylcellulose 
Sodium starch glycolate Type A. 
Capsule size 0:
Gelatine 
Ferric red oxide (E172) 
Ferric yellow oxide (E172) 
Ferric black oxide (E172) 
Titanium dioxide (E171) 
Indigotin I (E132)

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
3 years.

6.4 Special precautions for storage
Store below 30⁰C. 
Store in the original package.

6.5 Nature and contents of container
Thermoformed blister packs (ALU/PVC). 
Packs of 30 capsules.

6.6 Special precautions for disposal
No special requirements.

7. NAME AND ADDRESS OF MANUFACTURER
SMB Technology S.A
Rue du Parc Industriel 39
6900 Marche-en-Famenne, Luxembourg - BELGIUM

8. NAME AND ADDRESS OF IMPORTER AND 
MARKETER
PT. Fresenius Kabi Combiphar
Bandung Barat - Indonesia

Reg No.: DKI...................

HARUS DENGAN RESEP DOKTER
On Medical Prescription Only

Baca seluruh brosur ini hati-hati sebelum 
menggunakan obat ini.
- Simpan brosur ini. Anda mungkin perlu 

membacanya lagi.
- Jika anda mempunyai pertanyaan lebih lanjut, 

silahkan bertanya pada dokter atau apoteker 
anda.

- Obat ini diresepkan untuk anda. Jangan berikan 
kepada orang lain. Hal ini mungkin berbahaya bagi 
mereka meskipun gejala mereka sama dengan 
gejala anda.

- Jika salah satu efek samping menjadi serius atau 
jika anda menemukan efek samping yang tidak 
tercantum pada brosur ini, mohon berikan informasi 
kepada dokter atau apoteker anda.

Pada brosur ini : 
1. Apa dan untuk apa Fenosup kapsul.
2. Sebelum anda menggunakan Fenosup kapsul.
3. Cara/Bagaimana menggunakan Fenosup kapsul.
4. Efek samping yang mungkin terjadi.
5. Bagaimana menyimpan Fenosup kapsul.
6. Informasi Tambahan.

1. APA DAN UNTUK APA FENOSUP KAPSUL 
Hiperkolesterolemia (Tipe IIa) dan hipertrigliserida 
endogen, termasuk isolasi (tipe IV) atau terasosiasi 
(Tipe IIB dan III) yang ketika dengan diet teratur 
ternyata tidak memberikan hasil yang mencukupi, 
ketika kolesterol darah setelah diet tetap tinggi 
dan/atau ketika ada faktor resiko gabungan. Tetap 
melakukan diet merupakan hal yang penting.

2. SEBELUM ANDA MENGGUNAKAN FENOSUP
KAPSUL
Jangan gunakan Fenosup kapsul : 
- Jika anda alergi (hipersensitif) terhadap fenofibrat 

atau bahan lain yang ada dalam obat ini.
- Jika anda mempunyai penyakit hati, ginjal dan 

batu ginjal.
- Jika anda menderita dari ‘photoallergy’ (reaksi 

alergi yang disebabkan oleh paparan sinar 
matahari atau sinar UV), atau meningkatkan reaksi 
fototoksik (kerusakan kulit yang disebabkan oleh 
paparan sinar matahari atau sinar UV), selama 
penggobatan dengan fibrat (obat pengatur lemak) 
atau ketoprofen (zat anti inflamasi).

- Anak-anak dan remaja.

Gunakan FENOSUP kapsul dengan hati-hati : 
- Jika anda hamil, menyusui atau berencana untuk 

hamil (lihat di bawah).
Fenosup kapsul dapat menyebabkan sakit otot, 
sensitivitas dan kelemahan. Jika hal ini terjadi, 
pengobatan harus dihentikan dan anda harus 
konsultasi dengan dokter anda. Resiko untuk 
efek samping ini dapat meningkat, jika anda 
menggunakan obat penurun lemak yang lain 
(Statin, fibrat).

- Jika anda menggunakan antikoagulan oral, 
beritahukan dokter anda. Dia akan mengawasi 
koagulasi anda.
Estrogen oral dan kontrasepsi dapat meningkat-
kan kadar lemak dalam darah. Hal ini penting 
untuk diberitahukan kepada dokter anda jika anda 
menggunakannya.

- Jika anda menggunakan obat lain, baca bagian 
Penggunaan Fenosup kapsul dengan obat lain.
Fenosup kapsul harus disimpan jauh dari jangkau-
an anak-anak.

Beritahukan dokter anda atau apoteker anda jika 
anda menggunakan atau dalam waktu dekat ini 
menggunakan obat lain, meskipun tidak dengan 
resep dokter. Konsultasi dengan dokter anda jika 
ada peringatan di atas yang terjadi pada diri anda.

Menggunakan obat lain :
- Beritahukan dokter anda atau apoteker anda jika 

anda menggunakan atau dalam waktu dekat ini 
menggunakan obat lain, meskipun tidak dengan 
resep dokter.

- Jika anda menggunakan obat pengencer darah 
(contohnya warfarin). Fenosup kapsul dapat 
meningkatkan efek pengenceran darah. Dosis 

obat tersebut harus dikurangi 1/3nya.
- Jika anda menggunakan obat yang mengatur 

lemak (misal obat golongan statin atau fibrat), 
resiko efek samping akan meningkat.

- Jika anda menggunakan ciclosporin (suatu 
immunosuppressant). Kombinasi ini akan 
memberikan efek pada ginjal anda.

Gunakan Fenosup kapsul dengan makanan dan 
minuman : 
Kapsul harus ditelan dengan segelas air minum. 
Penting untuk meminum kapsul dengan makanan 
karena absorpsi dan pelepasan ke sirkulasi akan 
menurun jika diminum dengan perut kosong.

Anak-anak :
FENOSUP kapsul kontraindikasi untuk anak-anak.

Kehamilan :
Mintalah saran dokter atau apoteker anda sebelum 
menggunakan obat apapun.
Fenosup kapsul sebaiknya tidak digunakan selama 
masa kehamilan karena tidak cukupnya pengalaman 
tentang itu.

Menyusui :
Mintalah saran dokter atau apoteker anda sebelum 
menggunakan obat apapun.
Fenosup kapsul sebaiknya tidak digunakan saat 
menyusui, karena tidak diketahui apakah zat 
aktifnya melalui air susu ibu.

Mengendarai dan menggunakan mesin :
Obat ini seharusnya tidak mempunyai efek pada 
kemampuan untuk menyetir/ mengendarai atau 
menggunakan mesin.
Informasi penting bahwa sebagian bahan kandungan 
Fenosup kapsul mengandung 8 mg natrium per 
dosis. Hal ini untuk menjadi pertimbangan pada 
pasien dengan diet natrium yang terkontrol.

3. CARA/BAGAIMANA MENGGUNAKAN FENOSUP
KAPSUL
Selalu gunakan Fenosup kapsul sesuai perintah 
dokter anda. Anda harus menanyakan kepada 
dokter atau apoteker anda jika anda tidak yakin.
Dokter anda akan memberitahukan berapa lama 
anda harus menggunakan Fenosup 160 mg kapsul.
Jangan menghentikan pengobatan anda sebelumnya.
Anda harus menghentikan penggunaan Fenosup 
160 mg kapsul jika dokter anda mengatakan anda 
mempunyai masalah fungsi ginjal atau hati.
Dosis dewasa adalah 1 kapsul sehari diantara 
waktu makan, bersamaan dengan makanan.
Anak-anak tidak boleh menggunakan Fenosup® 
Lidose® 160 mg kapsul.
Tindak lanjut pengobatan secara berkala diperlukan 
contohnya memeriksa kadar lemak darah anda.

Jika anda meminum FENOSUP kapsul melebihi 
dari yang seharusnya :
Jika anda secara tidak sengaja meminum kapsul 
lebih banyak dari yang seharusnya atau seorang 
anak dicurigai telah meminumnya, hubungi rumah 
sakit terdekat dan segera hubungi dokter anda.

Jika anda lupa meminum FENOSUP kapsul :
Jangan khawatir jika anda lupa meminum Fenosup 
160 mg kapsul. Minum pada waktu makan selanjutnya 
dan gunakan seperti biasanya. Jika anda lupa, 
jangan menggunakan dosis ganda. Jika anda 
khawatir konsultasikan dengan dokter atau apoteker 
anda.

Efek ketika pengobatan dengan FENOSUP 
kapsul dihentikan :
Dislipidemia membutuhkan pengobatan yang lama. 
Jangan menghentikan obat ini kecuali dokter anda 
yang memintanya atau kapsul ini membuat anda 
tidak baik. Anda sebaiknya melanjutkan diet rendah 
lemak anda.

4. EFEK SAMPING YANG MUNGKIN TERJADI
Reaksi efek samping yang dinyatakan pada tabel 
dibawah menggunakan ketentuan sebagai berikut:
Sangat umum (>1/10); umum (>1/100, <1/10); tidak 
umum (>1/1000, <1/100); jarang (>1/10000, 
<1/1000); sangat jarang (<1/10000) termasuk 
laporan yang terisolasi.

Jika anda mengalami efek samping yang tidak 
diharapkan, beritahukan dokter anda karena hal itu 
bisa menandakan bahwa anda tidak dapat 
mentoleransi obat ini.

Pada beberapa pasien, fenofibrat dapat 
menyebabkan sindrom yang diketahui sebagai 
rhabdomyolysis, gejalanya termasuk sakit otot, 
kram otot dan kelemahan otot. Resiko kerusakan
otot meningkat jika fenofibrat digunakan 
bersamaan dengan obat penurun lemak yang 
lain. Anda harus menyadari kemungkinan gejala 
yang timbul dari kerusakan otot, hentikan 
penggunaan obat dan hubungi dokter anda.
Jika efek samping menjadi serius atau jika anda 
menyadari ada efek samping yang tidak tertulis 
pada leaflet ini, beritahukan dokter atau apoteker 
anda.

5. BAGAIMANA MENYIMPAN FENOSUP KAPSUL
Jauhkan dari pandangan dan jangkauan anak-anak. 
Simpan pada suhu dibawah 30oC
Simpan obat ini dengan kemasannya untuk 
melindungi dari cahaya dan lembab.
Jangan gunakan setelah waktu kadaluarsa yang 
tercantum, pada kemasan.
Obat ini seharusnya tidak dimusnahkan melalui 
pembuangan air

limbah atau pembuangan rumah tangga. Tanyakan 
pada apoteker anda, bagaimana memusnahkan 
obat yang tidak dibutuhkan lagi. Hal ini dapat 
membantu melindungi lingkungan.

6. INFORMASI TAMBAHAN
Apa kandungan Fenosup kapsul :
Zat aktif nya adalah fenofibrat
Setiap Fenosup® Lidose® 160 mg kapsul mengandung
160 milligrams (mg) fenofibrat. Fenofibrat termasuk 
golongan obat hyperlipidaemia /obat pengatur 
lemak.
Bahan lainnya adalah lauryl macrogolglycerides, 
macrogol 20.000, hydroxypropylcellulose dan 
sodium starch glycolate. Kapsul terbuat dari gelatin, 
red iron oxide (E172), yellow iron oxide (E172), 
titanium dioxide (E171), black iron oxide (E172), 
indigotine I (E132).
Obat ini mengandung 8 mg natrium sodium per 
kapsul.

Bagaimana penampakan Fenosup kapsul dan 
kemasannya :
Kapsul keras.
Hijau (tutup)/Orange (badan), kapsul ukuran 0
Kemasan blister ALu/PVC.
Kemasan 30 kapsul.

Diproduksi oleh :
SMB Technology S.A.
Rue du Parc Industriel 39
6900 Marche-en-Famenne - BELGIUM

Untuk :
Laboratoires SMB S.A
Brussels-BELGIUM

Diimpor dan dipasarkan oleh :
PT. Fresenius Kabi Combiphar
Bandung Barat - Indonesia

Reg No. : DKI....................

HARUS DENGAN RESEP DOKTER
On Medical Prescription Only

Blood and 
lymphatic 
system 
disorders
Nervous system 
disorders

Ear and 
labyrinth 
disorders
Vascular 
disorders

Respiratory, 
thoracic and 
mediastinal 
disorders
Gastrointestinal 
disorders

Hepato-biliary 
disorders

Skin and 
subcutaneous 
tissue disorders

Musculoskeletal 
and connective 
tissues

Rare:
Decrease in haemoglobin and 
leukocytes.

Common:
Headache
Rare:
Peripheral neuropathy
Common:
Vertigo

Uncommon:
Thromboembolism (pulmonary 
embolism, deep vein 
thrombosis)
Very rare:
interstitial pneumopathies

Common:
Digestive, gastric or intestinal 
disorders (abdominal pain, 
nausea, vomiting, diarrhoea, 
and flatulence).
Uncommon:
Pancreatitis
Uncommon:
Elevated levels of serum 
transaminases (see section 4.4)
Very rare:
Hepatitis (see section 4.4), 
gallstones
Common:
Reactions such as rashes, 
pruritus, urticaria or photosensi-
tivity reactions; cutaneous 
photosensitivity may occur with 
erythema, vesiculation or 
nodulation on parts of the skin 
exposed to sunlight or artificial 
UV light (e.g. sun lamp) 
Rare:
Alopecia
Uncommon:
Muscle toxicity (diffuse myalgia, 
myositis, muscular cramps and 
weakness) see section 4.4. 
Very rare:
Rhabdomyolysis (see section 
4.4).
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1. NAME OF THE MEDICINAL PRODUCT
Fenosup Lidose 160 mg, capsule, hard.

2. QUALITATIVE AND QUANTITATIVE
COMPOSITION
Each capsule contains 160 mg of fenofibrate.
Each Fenosup capsule contains 8 mg of sodium.
For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Capsule, hard.
Green (cap)/orange (body) size 0 capsule.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications
Hypercholesterolemia (type IIa) and endogenous 
hypertriglyceridemia either isolated (type IV) or 
associated (Type IIb and III) when an assidously 
followed adapted diet turn out to the insufficient 
when blood cholesterol after the diet is still high 
and/or when there are associated risk factor. It is 
always essential to continue the diet.

4.2 Posology and method of administration
Dosage
Adults : The recommended dose is one capsule 
containing 160 mg fenofibrate taken once daily.

Renal Impairment: Dosage reduction is required in 
patients with impaired renal function. The use of 
dosage forms containing a lower dose of active 
ingredient (67 mg fenofibrate capsules) is 
recommended for these patients.

Paediatric population: The use of the 160 mg dose is 
contraindicated in children.

Hepatic Impairment: Patients with hepatic disease 
have not been studied.
Dietary measures initiated before the drug treatment 
should be continued.

If the serum lipid concentrations have not been reduced 
satisfactorily after several months (e.g. 3 months) of 
fenofibrate administration, complementary or different 
drug therapy should be considered.

Elderly patients:
It is recommended the normal dose for adults.

Method of administration:
The capsule should be swallowed whole during a 
meal.

4.3 Contraindications
- Hepatic insufficiency (including biliary cirrhosis).
- Renal insufficiency.
- Children and adolescent below 18 years old.
- Hypersensitivity to fenofibrate or any of the 

excipients.
- Known photoallergy or phototoxic reactions during 

treatment with fibrates or ketoprofen.
- Gallbladder disease.

4.4 Special warnings and special precautions for 
use
- Secondary causes of dyslipidaemia such as 

uncontrolled type 2 diabetes mellitus, hypo- 
thyroidism, nephrotic syndrome, dysproteinemia, 
obstructive liver disease, pharmacological 
treatment, alcoholism, should be adequately 
treated before fenofibrate therapy is initiated.
Response to therapy should be monitored by 
determination of serum lipid values (total 
cholesterol, LDL-C, triglycerides). If an adequate 
response has not been achieved after several 
months (e.g. 3 months) complementary or different 
therapeutic measures should be considered.

- Serum Transaminases
Moderately elevated levels of serum transaminases
may be found in some patients but rarely interfere 
with treatment. However, it is recommended that 

serum transaminases should be monitored every 
three months during the first twelve months of 
treatment. Treatment should be interrupted in the 
event of ALAT (SGPT) and ASAT (SGOT) 
elevations to more than 3 times the upper limit of 
the normal range or more than one hundred 
international units.

Muscles:
Muscle toxicity, including very rare case of rhabdo-
myolysis, has been reported with administration of 
fibrates and other lipid-lowering agents. The 
incidence of this disorder increases in cases of 
hypoalbuminaemia and previous renal insufficiency. 
Patients with pre-disposing factors for myopathy 
and/or rhabdomyolysis, including age above 70 years,
personal or family history of hereditary muscular 
disorders, renal impairment, hypothyroidism and high 
alcohol intake, may also be at an increased risk of 
developing rhabdomyolysis. For these patients, the 
putative benefits and risks of fenofibrate therapy 
should be carefully weighed up. Muscle toxicity 
should be suspected in patients presenting diffuse 
myalgia, myositis, muscular cramps and weakness 
and/or marked increases in CPK (level exceeding 
5 times the normal range). In such treatment with 
fenofibrate should be stopped.
The risk of muscle toxicity may be increased if the 
drug is co-administered with other fibrates or 
HMG-CoA reductase inhibitors, especially in cases 
of pre-existing muscular disease. Consequently, the 
co-prescription of fenofibrate with statins should be 
reserved for patients with severe dyslipidemia 
combined with high cardiovascular risk but who 
have no history of muscular disease. This combination
therapy should be used with caution and patients 
should be monitored closely for signs of muscle 
disease.

In patients taking oestrogens or oestrogen-containing
contraceptives, it should be ascertained whether the 
hyperlipidemia is of primary or secondary nature 
(oral oestrogens may cause an elevation in lipid 
values).

Patients at risk for myopathy or rhabdomyolysis are 
elderly (>70 years), patients with a personal or 
familial history of muscular disorders, renal 
dysfunction, hypothyroidism, high alcohol intake. 
For these patients a careful benefit/risk analysis is 
needed.

Pancreatitis:
Pancreatitis has been reported in patients taking 
fenofibrate. This effect could indicate lack of efficacy 
in cases of severe hypertriglyceridemia, a direct 
effect of the medicinal product or a secondary 
phenomenon caused by a biliary stone or 
accumulations blocking the common biliary canal.

Renal Function:
Treatment should be interrupted when creatinemia 
exceeds 50% ULN. It is recommended to monitor 
the creatinine concentrations during the first three 
months of treatment.

4.5 Interaction with other medicinal products 
and other forms of interaction

Oral anticoagulants:
Fenofibrate potentiates the effect of oral anti- 
coagulants and may increase the risk of bleeding. It 
is recommended that the dose of anticoagulants is 
reduced by about one third at the beginning of 
treatment and then gradually adjusted if necessary 
according to INR (International Normalised Ratio) 
values.
Therefore, this combination is not recommended.

Ciclosporin:
A few severe cases of reversible renal function 
impairment have been reported during concomitant 
administration of fenofibrate and ciclosporin. The 
renal function of these patients must therefore be 
closely monitored and the treatment with fenofibrate 
stopped if laboratory parameters alter markedly or 
significantly.

HMG-CoA reductase inhibitors and other 
fibrates:

See chapter 4.4.
When fenofibrate is used with HMG-CoA reductase 
inhibitors or other fibrates the risk of muscular 
toxicity is increased. This association should be 
used with caution and signs of muscular toxicity 
should be monitored.

4.6 Pregnancy and lactation
There are no adequate data about the use of 
fenofibrate in pregnant women. Animal studies have 
not demonstrated any teratogenic effects. Embryotoxic
effects have been observed at doses within the 
range of toxaemia of pregnancy (see section 5.3). 
The potential risk to humans is unknown.
Therefore, fenofibrate should only be used during 
pregnancy after a careful benefit risk analysis. 
There are no data on the excretion of fenofibrate 
and/or its metabolites into human milk. 
Therefore, fenofibrate should not be used during 
lactation.

4.7 Effects on ability to drive and use machines
No effects have been noted.

4.8 Undesirable effects
The adverse drug reactions are stated in table 
below using the following convention: 
Very common (>1/10); common (>1/100,<1/10); 
uncommon (>1/1000, <1/100); rare (>1/10000, 
<1/1000); very rare (<1/10000) including isolated 
reports
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4.9 Overdose
No cases of overdosage have been reported. No 
specific antidote is known. If an overdose is suspected, 
the patient should be treated symptomatically and 
supportive measures instituted as required. 
Fenofibrate cannot be eliminated from the body by 
haemodialysis.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties
Pharmacotherapeutic group: Lipid Modifying 
Agents, Plain / Fibrates 
ATC code:C10 AB 05

Fenofibrate is a fibric acid derivative whose lipid 
modifying effects in humans are mediated via 
activation of PPARα (peroxisome proliferator 
activated receptor, type alpha). 
Through activation of PPARα, fenofibrate increases 
the lipolysis and elimination of atherogenic triglyceride- 
rich particles from plasma by activating lipoprotein 
lipase and reducing the production of apoprotein 
ClIl. Activation of PPARα also induces an increase in 
the synthesis of apoproteins AI and All. 
The above stated effects of fenofibrate on 
lipoproteins lead to a reduction in very low density 
fractions (VLDL and LDL) containing apoprotein B 
and an increase in the high density lipoprotein 
fraction (HDL) containing apoprotein AI and All. 
In addition, through modulation of the synthesis and 
the catabolism of VLDL fractions fenofibrate 
increases the LDL clearance and reduces the small, 
dense LDL particles, the levels of which are 
elevated in the atherogenic lipoprotein phenotype, 
which is a common disorder in patients at risk for 
ischaemic heart disease. 
During clinical trials with fenofibrate, total cholesterol 
was reduced by 20 to 25%, triglycerides by 40 to 
55% and HDL-cholesterol was increased by 10 to 
30%.

In hypercholesterolaemic patients, whose LDL- 
cholesterol concentrations were reduced by 20 to 
35%, the overall effect on cholesterol resulted in a 
decrease in the following ratios: total cholesterol to 
HDL-cholesterol, LDL-cholesterol to HDL-cholesterol 
or apoprotein B to Apo AI. 
Because of its significant effect on LDL-cholesterol 
and triglycerides, treatment with fenofibrate should 
be beneficial in hypercholesterolaemic patients with 
or without hypertriglyceridaemia, including secondary 
hyperlipoproteinaemia such as type 2 diabetes 
mellitus. 
At present, no results of long-term controlled clinical 
trials are available to demonstrate the effect of 
fenofibrate in the primary or secondary prevention of 
atherosclerotic complications. 
There is evidence that treatment with fibrates may 
reduce coronary heart disease events but they have 
not been shown to decrease all cause mortality in 
the primary or secondary prevention of cardiovascular 
disease.
Extravascular deposits of cholesterol (tendinous 
and tuberous xanthoma) may be markedly reduced 
or even entirely eliminated during fenofibrate 
therapy. 
Patients with raised levels of fibrinogen treated with 
fenofibrate have shown significant reductions in this 
parameter, as have those with raised levels of Lp(a). 
Other inflammatory markers such as C-reactive 
protein are reduced with fenofibrate treatment. 
The uricosuric effect of fenofibrate leading to 
reduction in uric acid levels by approximately 25% 
should be of additional benefit in dyslipidaemic 
patients with hyperuricaemia. 
Fenofibrate has been shown to possess an anti- 
aggregatory effect on platelets in animals and in a 
clinical study, which showed a reduction in platelet 
aggregation induced by ADP, arachidonic acid and 
epinephrine.

5.2 Pharmacokinetic properties

Absorption:
The peak plasma concentrations (Cmax) occur 
within 4 to 5 hours after oral administration. Plasma 
concentrations are stable during continuous 
treatment in any given individual. 
The absorption of fenofibrate is increased when 
administered with food.

Distribution:
Fenofibric acid is strongly bound to plasma albumin 
(more than 99%).

Plasma half-life:
The plasma half-life of fenofibric acid is approximately 
20 hours.

Metabolism and elimination:
No unchanged fenofibrate can be detected in the 
plasma where the principal metabolite is fenofibric 
acid. The drug is eliminated principally in the urine. 
Practically all the drug is eliminated within 6 days. 
Fenofibrate is mainly excreted in the form of 
fenofibric acid and its glucuronide conjugate. In 
elderly patients, there is no change in the apparent 
total plasma clearance of fenofibric acid.

Kinetic studies following the administration of a 
single dose and continuous treatment have 
demonstrated that the drug does not accumulate. 
Fenofibric acid cannot be eliminated from the body 
by haemodialysis.

5.3 Preclinical safety data
Chronic toxicity studies have yielded no relevant 
information about specific toxicity of fenofibrate. 
Mutagenicity studies on fenofibrate have been 
negative. 
In rats and mice, liver tumours have been found at 
high dosages, which are attributable to peroxisome 
proliferation. These changes are specific to small 
rodents and have not been observed in other animal 
species. This is of no relevance to therapeutic use in 
man. 
Studies in mice, rats and rabbits did not reveal any 
teratogenic effects. Embryotoxic effects were 
observed at doses that caused maternal toxicity. 
Prolongation of the gestation period and difficulties 
during delivery were observed at high doses. No 
sign of any effect on fertility has been detected.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients
Lauryl macrogolglycerides 
Macrogol 20 000 
Hydroxypropylcellulose 
Sodium starch glycolate Type A. 
Capsule size 0: 
Gelatine 
Ferric red oxide (E172) 
Ferric yellow oxide (E172) 
Ferric black oxide (E172) 
Titanium dioxide (E171) 
Indigotin I (E132)

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
3 years.

6.4 Special precautions for storage
Store below 30⁰C. 
Store in the original package.

6.5 Nature and contents of container
Thermoformed blister packs (ALU/PVC). 
Packs of 30 capsules.

6.6 Special precautions for disposal
No special requirements.

7. NAME AND ADDRESS OF MANUFACTURER
SMB Technology S.A
Rue du Parc Industriel 39
6900 Marche-en-Famenne, Luxembourg - BELGIUM

8. NAME AND ADDRESS OF IMPORTER AND
MARKETER
PT. Fresenius Kabi Combiphar
Bandung Barat - Indonesia

Reg No.: DKI...................

HARUS DENGAN RESEP DOKTER
On Medical Prescription Only

Baca seluruh brosur ini hati-hati sebelum 
menggunakan obat ini.
- Simpan brosur ini. Anda mungkin perlu 

membacanya lagi.
- Jika anda mempunyai pertanyaan lebih lanjut, 

silahkan bertanya pada dokter atau apoteker 
anda.

- Obat ini diresepkan untuk anda. Jangan berikan 
kepada orang lain. Hal ini mungkin berbahaya bagi 
mereka meskipun gejala mereka sama dengan 
gejala anda.

- Jika salah satu efek samping menjadi serius atau 
jika anda menemukan efek samping yang tidak 
tercantum pada brosur ini, mohon berikan informasi
kepada dokter atau apoteker anda.

Pada brosur ini : 
1. Apa dan untuk apa Fenosup kapsul.
2. Sebelum anda menggunakan Fenosup kapsul.
3. Cara/Bagaimana menggunakan Fenosup kapsul.
4. Efek samping yang mungkin terjadi.
5. Bagaimana menyimpan Fenosup kapsul.
6. Informasi Tambahan.

1. APA DAN UNTUK APA FENOSUP KAPSUL
Hiperkolesterolemia (Tipe IIa) dan hipertrigliserida 
endogen, termasuk isolasi (tipe IV) atau terasosiasi 
(Tipe IIB dan III) yang ketika dengan diet teratur 
ternyata tidak memberikan hasil yang mencukupi, 
ketika kolesterol darah setelah diet tetap tinggi 
dan/atau ketika ada faktor resiko gabungan. Tetap 
melakukan diet merupakan hal yang penting.

2. SEBELUM ANDA MENGGUNAKAN FENOSUP
KAPSUL
Jangan gunakan Fenosup kapsul :
- Jika anda alergi (hipersensitif) terhadap fenofibrat 

atau bahan lain yang ada dalam obat ini.
- Jika anda mempunyai penyakit hati, ginjal dan 

batu ginjal.
- Jika anda menderita dari ‘photoallergy’ (reaksi 

alergi yang disebabkan oleh paparan sinar 
matahari atau sinar UV), atau meningkatkan reaksi 
fototoksik (kerusakan kulit yang disebabkan oleh 
paparan sinar matahari atau sinar UV), selama 
penggobatan dengan fibrat (obat pengatur lemak) 
atau ketoprofen (zat anti inflamasi).

- Anak-anak dan remaja.

Gunakan FENOSUP kapsul dengan hati-hati :
- Jika anda hamil, menyusui atau berencana untuk 

hamil (lihat di bawah).
Fenosup kapsul dapat menyebabkan sakit otot, 
sensitivitas dan kelemahan. Jika hal ini terjadi, 
pengobatan harus dihentikan dan anda harus 
konsultasi dengan dokter anda. Resiko untuk 
efek samping ini dapat meningkat, jika anda 
menggunakan obat penurun lemak yang lain 
(Statin, fibrat).

- Jika anda menggunakan antikoagulan oral, 
beritahukan dokter anda. Dia akan mengawasi 
koagulasi anda.
Estrogen oral dan kontrasepsi dapat meningkat-
kan kadar lemak dalam darah. Hal ini penting 
untuk diberitahukan kepada dokter anda jika anda 
menggunakannya.

- Jika anda menggunakan obat lain, baca bagian 
Penggunaan Fenosup kapsul dengan obat lain.
Fenosup kapsul harus disimpan jauh dari jangkau-
an anak-anak.

Beritahukan dokter anda atau apoteker anda jika 
anda menggunakan atau dalam waktu dekat ini 
menggunakan obat lain, meskipun tidak dengan 
resep dokter. Konsultasi dengan dokter anda jika 
ada peringatan di atas yang terjadi pada diri anda.

Menggunakan obat lain :
- Beritahukan dokter anda atau apoteker anda jika 

anda menggunakan atau dalam waktu dekat ini 
menggunakan obat lain, meskipun tidak dengan 
resep dokter.

- Jika anda menggunakan obat pengencer darah 
(contohnya warfarin). Fenosup kapsul dapat 
meningkatkan efek pengenceran darah. Dosis 

obat tersebut harus dikurangi 1/3nya.
- Jika anda menggunakan obat yang mengatur 

lemak (misal obat golongan statin atau fibrat), 
resiko efek samping akan meningkat.

- Jika anda menggunakan ciclosporin (suatu 
immunosuppressant). Kombinasi ini akan 
memberikan efek pada ginjal anda.

Gunakan Fenosup kapsul dengan makanan dan 
minuman :
Kapsul harus ditelan dengan segelas air minum. 
Penting untuk meminum kapsul dengan makanan 
karena absorpsi dan pelepasan ke sirkulasi akan 
menurun jika diminum dengan perut kosong.

Anak-anak :
FENOSUP kapsul kontraindikasi untuk anak-anak.

Kehamilan :
Mintalah saran dokter atau apoteker anda sebelum 
menggunakan obat apapun.
Fenosup kapsul sebaiknya tidak digunakan selama 
masa kehamilan karena tidak cukupnya pengalaman
tentang itu.

Menyusui :
Mintalah saran dokter atau apoteker anda sebelum 
menggunakan obat apapun.
Fenosup kapsul sebaiknya tidak digunakan saat 
menyusui, karena tidak diketahui apakah zat 
aktifnya melalui air susu ibu.

Mengendarai dan menggunakan mesin :
Obat ini seharusnya tidak mempunyai efek pada 
kemampuan untuk menyetir/ mengendarai atau 
menggunakan mesin.
Informasi penting bahwa sebagian bahan kandungan
Fenosup kapsul mengandung 8 mg natrium per 
dosis. Hal ini untuk menjadi pertimbangan pada 
pasien dengan diet natrium yang terkontrol.

3. CARA/BAGAIMANA MENGGUNAKAN FENOSUP
KAPSUL
Selalu gunakan Fenosup kapsul sesuai perintah 
dokter anda. Anda harus menanyakan kepada 
dokter atau apoteker anda jika anda tidak yakin.
Dokter anda akan memberitahukan berapa lama 
anda harus menggunakan Fenosup 160 mg kapsul.
Jangan menghentikan pengobatan anda sebelumnya.
Anda harus menghentikan penggunaan Fenosup 
160 mg kapsul jika dokter anda mengatakan anda 
mempunyai masalah fungsi ginjal atau hati.
Dosis dewasa adalah 1 kapsul sehari diantara 
waktu makan, bersamaan dengan makanan.
Anak-anak tidak boleh menggunakan Fenosup®

Lidose® 160 mg kapsul.
Tindak lanjut pengobatan secara berkala diperlukan 
contohnya memeriksa kadar lemak darah anda.

Jika anda meminum FENOSUP kapsul melebihi 
dari yang seharusnya :
Jika anda secara tidak sengaja meminum kapsul 
lebih banyak dari yang seharusnya atau seorang 
anak dicurigai telah meminumnya, hubungi rumah 
sakit terdekat dan segera hubungi dokter anda.

Jika anda lupa meminum FENOSUP kapsul :
Jangan khawatir jika anda lupa meminum Fenosup 
160 mg kapsul. Minum pada waktu makan selanjutnya
dan gunakan seperti biasanya. Jika anda lupa, 
jangan menggunakan dosis ganda. Jika anda 
khawatir konsultasikan dengan dokter atau apoteker
anda.

Efek ketika pengobatan dengan FENOSUP
kapsul dihentikan :
Dislipidemia membutuhkan pengobatan yang lama. 
Jangan menghentikan obat ini kecuali dokter anda 
yang memintanya atau kapsul ini membuat anda 
tidak baik. Anda sebaiknya melanjutkan diet rendah 
lemak anda.

4. EFEK SAMPING YANG MUNGKIN TERJADI
Reaksi efek samping yang dinyatakan pada tabel 
dibawah menggunakan ketentuan sebagai berikut:
Sangat umum (>1/10); umum (>1/100, <1/10); tidak 
umum (>1/1000, <1/100); jarang (>1/10000, 
<1/1000); sangat jarang (<1/10000) termasuk 
laporan yang terisolasi.

Jika anda mengalami efek samping yang tidak 
diharapkan, beritahukan dokter anda karena hal itu 
bisa menandakan bahwa anda tidak dapat 
mentoleransi obat ini.

Pada beberapa pasien, fenofibrat dapat 
menyebabkan sindrom yang diketahui sebagai 
rhabdomyolysis, gejalanya termasuk sakit otot, 
kram otot dan kelemahan otot. Resiko kerusakan 
otot meningkat jika fenofibrat digunakan 
bersamaan dengan obat penurun lemak yang 
lain. Anda harus menyadari kemungkinan gejala 
yang timbul dari kerusakan otot, hentikan 
penggunaan obat dan hubungi dokter anda.
Jika efek samping menjadi serius atau jika anda 
menyadari ada efek samping yang tidak tertulis 
pada leaflet ini, beritahukan dokter atau apoteker 
anda.

5. BAGAIMANA MENYIMPAN FENOSUP KAPSUL
Jauhkan dari pandangan dan jangkauan anak-anak. 
Simpan pada suhu dibawah 30oC
Simpan obat ini dengan kemasannya untuk 
melindungi dari cahaya dan lembab.
Jangan gunakan setelah waktu kadaluarsa yang 
tercantum, pada kemasan.
Obat ini seharusnya tidak dimusnahkan melalui 
pembuangan air

limbah atau pembuangan rumah tangga. Tanyakan 
pada apoteker anda, bagaimana memusnahkan 
obat yang tidak dibutuhkan lagi. Hal ini dapat 
membantu melindungi lingkungan.

6. INFORMASI TAMBAHAN
Apa kandungan Fenosup kapsul :
Zat aktif nya adalah fenofibrat
Setiap Fenosup® Lidose® 160 mg kapsul mengandung 
160 milligrams (mg) fenofibrat. Fenofibrat termasuk 
golongan obat hyperlipidaemia /obat pengatur 
lemak.
Bahan lainnya adalah lauryl macrogolglycerides, 
macrogol 20.000, hydroxypropylcellulose dan 
sodium starch glycolate. Kapsul terbuat dari gelatin, 
red iron oxide (E172), yellow iron oxide (E172), 
titanium dioxide (E171), black iron oxide (E172), 
indigotine I (E132).
Obat ini mengandung 8 mg natrium sodium per 
kapsul.

Bagaimana penampakan Fenosup kapsul dan 
kemasannya :
Kapsul keras.
Hijau (tutup)/Orange (badan), kapsul ukuran 0
Kemasan blister ALu/PVC.
Kemasan 30 kapsul.

Diproduksi oleh :
SMB Technology S.A.
Rue du Parc Industriel 39
6900 Marche-en-Famenne - BELGIUM

Untuk :
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Brussels-BELGIUM

Diimpor dan dipasarkan oleh :
PT. Fresenius Kabi Combiphar
Bandung Barat - Indonesia

Reg No. : DKI....................
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Renal and urinal 
disorders

General 
disorders and 
administration 
site condition

Rare:
Increases in serum creatinine 
and urea
Common:
Fatigue
Rare:
Sexual asthenia

Gangguan 
Darah dan 
system lympha
Gangguan 
sistem saraf

Gangguan 
telinga dan 
labyrinth
Gangguan 
Vascular

Gangguan 
Pernafasan, 
thorac dan 
mediastinal
Gangguan 
Gastrointestinal 
(saluran 
pencernaan)

Gangguan 
Hepato-biliary

Gangguan kulit 
dan jaringan 
subkutan

Musculoskeletal 
dan jaringan 
konektif

Gangguan ginjal 
dan air seni

Gangguan 
umum

Jarang :
Menurunnya haemoglobin dan 
leukocytes.
Umum :
Sakit kepala
Jarang :
Peripheral neuropathy
Umum :
Vertigo

Tidak umum :
Thromboembolism (pulmonary 
embolism, deep vein 
thrombosis)
Sangat jarang :
interstitial pneumopathies

Umum :
Gangguan pencernaan, 
lambung, usus (sakit abdomen, 
mual, muntah, diare dan 
kembung)
Tidak umum :
Pancreatitis
Tidak umum :
Peningkatan kadar serum 
transaminase.
Sangat jarang :
Hepatitis, batu ginjal.
Umum :
Reaksi seperti kemerahan, 
pruritus, urticaria atau reaksi 
sensitivitas terhadap cahaya; 
pada sensitivitas cahaya pada 
kutan dapat terjadi dengan 
eritema, vesiculation atau 
nodulation pada bagian kulit 
yang terpapar cahaya matahari 
atau cahaya UV buatan (contoh 
lampu matahari).
Jarang :
Alopecia
Tidak umum :
Keracunan otot (diffuse 
myalgia, myositis, kram otot 
dan kelemahan otot).
Sangat jarang :
Rhabdomyolysis.
Jarang :
Meningkatkan kadar kreatinin 
dan urea.
Umum :
Kelelahan.
Jarang :
Sexual asthenia.
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